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Dear Registrant:

Enclosed is a Reregistration Eligibility Document (RED) for
the pesticide active ingredient sulfur. The RED is the
Environmental Protection Agency's evaluation of the sulfur data
base and presents the Agency's conclusions on which uses are
eligible for reregistration and under what conditions and
requirements. Also enclosed is the Pesticide Reregistration
Handbook which provides instructions to registrants on how to
respond to any labeling and data requirements specified in the
RED and how to reregister products.

The RED identifies outstanding product specific data
requirements for end-use products and manufacturing-use products.
These requirements are listed on the Reguirements Status and
Registrant's Response Form, which, along with the Data Call-In
Response Form listing all of your company's products subject to
the RED, is included as an Attachment. Instructions for
completing both forms are contained in the RED package. All
product specific data must be submitted and found acceptable by
EPA before a product can be reregistered.

The RED identifies any specific labeling requirements such
as restricted use classification, groundwater hazard statements,
endangered species precautlons, etc., necessary for
reregistration based on a review of the generic data for the
active ingredient. 1In addltlon, in order to be reregistered, all
product labeling must be in compliance with format and content
labeling as described in 40 CFR 156.10 and all labeling changes
imposed by Pesticide Regulatory (PR) Notices.

The Pesticide Reregistration Handbook contains detailed
instructions for compliance with the RED and must be followed
carefully. There are several key points to remember in preparing
your response to the RED:
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. If generic or product-specific data are required,
registrants must submit an initial response within 90
days of receipt of the RED. Forms for generic data
must be completed separately from forms for product
specific data and must be marked with different
internal distribution codes (see page 6 of the
Reregistration Handbook). Preprinted forms for each
preoduct have been included in the RED package.,

. If expedited labeling changes are required, registrants
must submit them within the time frame specified in the
RED. Normally, however, labeling changes and
applications for reregistration must be submitted
within 8 months from the issuance of the RED. Refer to
pages 3-5 of the Reregistration Handbook for
instructions.

. Cite-all is no longer a valid response for fulfilling
product-specific data requirements. You must commit to
generate the data, cite specific data, or select other
allowable options. If you cite data, you must provide
Master Record Identification Numbers (MRID) for each
data requirement for each product. For previously
submitted data each registrant must determine that the
study meets the Agency's acceptance criteria for data,
which are enclosed. If the data do not meet these
criteria then the registrant must commit to generate
data or choose an appropriate response option on the
Regquirements Status and Registrant's Response Form.

. Grouping of products for Acute Toxicological Testing:
In order to reduce the costs of testing, the Agency has
"grouped" identical or similar products together for
purposes of acute toxicity testing. This is discussed
on page 9 of the Handbook and in an attachment to the
RED.

. The data requirements in the RED are issued under the
authority of Section (3)(c)(2)(B) of FIFRA. Failure to
adequately respond to the data requirements specified
in the RED within the timeframe provided may result in
the issuance of a Notice of Intent to Suspend affecting
products containing sulfur.

Questions on product-specific data requirements and labeling
(both End-Use Products and Manufacturing-Use Products) should be
directed to the Registration Division Product Manager Team for
sulfur, Carl Grable at 703-557-1900. Questions on the generic
database should be directed to Eric Feris, the Review Manager in
the Special Review and Reregistration Division (call through the
Federal Information Relay Service at 1-800-877-8339; when the
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operator answers, have him call Mr. Feris at 703-308-8048).

The Agency is prepared to meet with any registrants who have
questions about responding to the sulfur RED. If you want to
meet with the Agency, you must contact Mr. Feris within two weeks
of your receipt of the RED. The Agency intends to have one
combined meeting with interested registrants. If there are any
requests for such a meeting, the Agency will notify all
registrants who requested a meeting of the location and date.
Requests for a meeting will not extend the 90 day or 8 month
response deadlines.

Sincerely,

Allan S. Abramson, PhD

Acting Director

Special Review and
Reregistration Division

Enclosures
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ADI

ARC
CAS
CSF

EEC

EP

EPA
FIFRA
FEDCA
HDT
K+CWHR

LCs

LD

LDT
LEL

MP

GLOSSARY OF TERMS AND ABBREVIATIONS

Acceptable Daily Intake. Also known as the Reference Dose or RfD.
Active Ingredient

Anticipated Residue Contribution

Chemical Abstracts Service

Confidential Statement of Formula

Estimated Environmental Concentration. The estimated pesticide concentration
In an environment, such as a terrestrial ecosystem.

End-Use Product

U.S. Environmental Protection Agency

Federal Insecticide, Fungicide, and Rodenticide Act

Federal Food, Drug, and Cosmetic Act

Highest Dose Tested

Kernel plus Cob with Husk Removed

Median lethal concentration - a statistically derived concentration of a
substance that can be expected to cause death in 50% of test animals. It is
usually expressed as the weight of substance per weight or volume of water or
feed, e.g., mg/l or ppm.

Median lethal dose - a statistically derived singie dose that can be expected to
cause death in 50% of the test animals, when administered by the route
indicated (oral, dermal, inhalation). It is expressed as a weight of substance
per unit weight of animal, e.g., mg/kg.

Lowest Dose Tested

Lowest Effect Level

Manufacturing Use Product
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GLOSSARY OF TERMS AND ABBREVIATIONS (CONT’D)

MPT Maximum Permissible Intake

MRID Master Record Identification (number). EPA’s system of recording and
tracking studies submitted to the Agency.

NPDES National Pollutant Discharge Elimination System
NOEL No Observed Effect Level

OPP Office of Pesticide Programs

PADI Provisional Acceptable Daily Intake

ppm Parts per Million

R{D Reference Dose

RS Registration Standard

TMRC Theoretical Maximum Residue Contribution
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EXECUTIVE SUMMARY

The Agency’s records show that the use of sulfur as a pesticide goes back as early as
the 1920s. The Agency’s pesticide data base shows that there are 237 Section 3 and 44
Section 24(c} sulfur registrations. In dust and flowable formulations, it is used both as a
fungicide and an insecticide on a variety of field crops, fruits, vegetables, and ornamental
plants. The major high usage sites include grapes, peaches, sugarbeets, and citrus. Sulfur is
also used as a fertilizer or as a soil amendment for reclaiming alkaline soils.

In December of 1982, The Agency issued the document "Registration Standard for
Pesticide Products Containing Sulfur as the Active Ingredient.” The Registration Standard
required no new scientific studies. After completing its review for reregistration, the Agency
now concludes that the data base on sulfur is complete and no new generic data are required.
There are no toxicological endpoints of concern and sulfur is generally recognized as safe as
stated in 40 CFR §180.2(a). However, because there is concern about dermal and eye
irritation to field workers reentering fields treated with sulfur dust, the Agency is imposing a
24-hour reentry requirement on all sulfur-containing pesticide products. This stems from the
a requirement of the 1982 Registration Standard that a proposed reentry interval be
submitted. Since no reentry interval has been submitted in response to the Registration
Standard, the Agency is, in accordance with the Standard, requiring the submission of labels
adopting the most restrictive reentry interval established by a state (24 hours).

Based on the results of its reregistration review, EPA has concluded that all registered
uses of sulfur are eligible for reregistration. Before reregistering each product, the Agency
is requiring that product specific data and revised labeling be submitted within 8 months of
the issuance of this document. In an effort to reduce the time, resources, and number of
animals needed to fulfill the acute toxicology data requirements for sulfur containing end use
products, the Agency has "batched" products considered to be similar with respect to acute
toxicity testing requirements. After reviewing these data and the revised labels, the Agency
will determine whether to reregister a product based on whether or not that product meets the
requirements in Section 3(c)(5) of FIFRA. End use products containing sulfur in
combination with other active ingredients will not be reregistered until the Reregistration
Eligibility Documents for all active ingredients contained in that product are issued.
However, product specific data for these products are being called in at this time.




I. INTRODUCTION

In 1988, the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) was
amended to accelerate the reregistration of products with active ingredients registered prior to
November 1, 1984, The amended Act provides a schedule for the reregistration process to
be completed in nine years. There are five phases to the reregistration process. The first
four phases of the process focus on identification of data requirements to support the
reregistration of an active ingredient and the generation and submission of data to fulfill the
requirements. The fifth phase is a review by the U.S. Environmental Protection Agency
(referred to as "the Agency") of all data submitted to support reregistration.

Section 4(g)(2){A) of FIFRA states that in Phase 5 "the Administrator shall determine
whether pesticides containing such active ingredient are eligible for reregistration” before
calling in data on products and either reregistering products or taking "other appropriate
regulatory action." Thus, reregistration involves a thorough review of the scientific data
base underlying a pesticide’s registration. The purpose of the Agency’s review is to reassess
the potential hazards arising from the currently registered uses of the pesticide; to determine
the need for additional data on health and environmental effects; and to determine whether
the pesticide meets the "no unreasonable adverse effects" criterion of FIFRA.

This document presents the Agency’s decision regarding the reregistration of sulfur.
The document consists of five sections. Section I is this introduction. Section 11 describes
sulfur, its uses and regulatory history. Section III discusses the human health and
environmental assessment based on the data available to the Agency. Section IV discusses
the reregistration decision for sulfur. Section V deals with product reregistration.

Additional details concerning the Agency’s review of available data are available on
request. The Agency’s reviews of specific reports and information on the set of registered
uses considered for the Agency’s analyses may be obtained from the OPP Public Docket,
Field Operations Division, (H7506C), Office of Pesticide Programs, EPA, Washington, D.C.
20460.



II. ACTIVE INGREDIENTS COVERED BY THIS REREGISTRATION
DECISION

A.

Identification of Active Ingredient

The following active ingredient is covered by the
Reregistration Eligibility Document:

Chemical Name: Sulfur
Common Name: Sulfur
CAS Number; 7704-34-9

Office of Pesticide Programs
Chemical Code Number: 077501

Empirical Formula: §

Use Profile

Type of Pesticide: insecticide, fungicide, and rodenticide
Pests Controlled: mites, insects, fungi, and vertebrates
Registered Use Patterns and Sites:

Terrestrial Food Crops: caneberries, grapes, citrus, aimonds,
macadamia nuts, pistachio nuts, apples, pears, quinces, stone fruits,
bananas, dates, figs, mangos, pineapple, hops, cucurbits, eggplant,
peppers, tomatoes, beets, broccoli, brussel sprouts, cabbage,
cauliflower, collards, chinese cabbage, kale, kohlrabi, dandelion,
endive, artichokes, lettuce, mustard (greens), parsley, spinach, chard,
swiss chard, turnips, beets, carrots, garlic, onions, parsnips, potatoes,
radishes, rutabagas, salsify, sweet potatoes, beans (colored, dry, lima,
bush, green, pole, string, succulent, and snap), peas (field, blackeyed,
and succulent), cowpeas, okra, asparagus, alfalfa, peanuts, soybeans,
barley, oats, rice, rye, sorghum, wheat, small grains, sugarcane,
avocados, cotton, horseradish, mint, peppermint, spearmint, mustard,
olives, peanuts, sunflowers and agricultural uncultivated areas.



Terrestrial Feed Crops: grapes, citrus, almonds, apples,
pineapple, hops, tomatoes, beets, turnips, parsnips, potatoes, beans
(colored, dry, lima, bush, green, pole, string, succulent, and snap),
peas (field, blackeyed, and succulent), grasses (forage), cowpeas,
alfalfa, clover, peanuts, vetch, soybeans, barley, oats, rice, rye,
sorghum, wheat, small grains, sugarcane, cotion, flax, mint,
peppermint, spearmint, mustard, peanuts, sunflowers, rangeland and
agricultural uncultivated areas.

Terrestrial Non-Food Crop: tobacco, Epcot display crops (not
for consumption), ornamental herbaceous flowering/foliage/vine plants,
ornamental lawns and turf, golf course turf, recreation area lawns,
ornamental woody shrubs and vines, ornamental and/or shade trees,
wood protection treatment to forest products (seasoned), nonagricultural
uncultivated areas and nonagricultural outdoor buildings/structures,

Aquatic Food Crop: rice and irrigation systems,

Greenhouse Food Crop: brambles, blackberries, blueberries,
grapes, citrus, apples, pears, cherries, nectarines, peaches, plums,
cucumber, squash, tomatoes, lettuce, potatoes, beans and peas.

Greenhouse Non-Food Crop: ornamental herbaceous
flowering/foliage/vine plants and ornamental woody shrubs and vines.

Indoor Food: sheep (meat), goats (meat), beef/range/feeder
cattle (meat), hogs/pig/swine (meat), pouitry and birds.

Indoor Non-Food: horses.

Indoor Residential: cats (adult/kittens), dogs/canines
(adult/puppies), household/domestic dwellings indoor premises,
pet/sleeping quarters, household/ domestic dwellings contents, human
body clothing/clothing while being worn (insect control) and human
clothing (insect control).

Residential Qutdoor: ornamental herbaceous
flowering/foliage/vine plants, ornamental lawns and turf, ornamental
woody shrubs and vines, ornamental and/or shade trees,
household/domestic dwellings outdoor premises and refuse/solid waste
containers (outdoor)(garbage cans).



Registered Formulations:
Types: technical grade, manufacturing use, and end use
- Forms: dust, granular, wettable powder, wettable powder/dust,
impregnated material, emulsifiable concentrate, flowable concentrate,
soluble concentrate/liquid and liquid-ready to use

Methods of Application:
Types of treatments: animal, premise (enclosed, open, and exterior),
outdoor, spray, dust, pour on, fumigation, water application, seed, soil,
human, clothing, litter and bedding

. Timing: foliar, bloom, delayed dormant, dormant, prebloom,

nonbearing, seed crop, nursery stock, postharvest, postharvest to
nonstored commodity, popcorn, seed bed, plant bed, root stock,
seedling stage, seed
Equipment: hand held duster, dust box, irrigation, aircraft, and ground

C. Regulatory History

Agency records indicate that the use of sulfur as a pesticide dates back
as early as the 1920s. The Agency developed a Registration Standard (NTIS #
PB86-102043) in 1982 which listed data gaps in the Agency’s data base on
Sulfur . The only data requirement imposed by the 1982 Registration Standard
was a proposal for reentry intervals for foliar application on each crop on
which sulfur application was registered. No additional data have been required
since the issuance of the 1982 Registration Standard.

III. AGENCY ASSESSMENT OF SULFUR

The Agency has conducted a thorough review of the scientific data base for
sulfur. Based on evaluation of these data, the Agency has no reason to change the
major findings made in the 1982 document "Registration Standard for Pesticide
Products"Containing Sulfur as the Active Ingredient." These findings are summarized
below:

A. Identification of Active Ingredient

Sulfur is a non-metallic element with an atomic weight of 32.06.
Technical sulfur is a yellow, odorless solid that exists in two allotropic forms -
monoclinic (melting point of 119°C) and rhombic crystals (melting point of
112.8°C). Sulfur is practically insoluble in water and slightly soluble in
ethanol and ether; the crystalline forms are soluble in carbon bisulfide (CS,).
At room temperature, sulfur is not chemically active. However, when heated,
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sulfur combines with oxygen to form sulfur dioxide and sulfur trioxide. Sulfur
will spontaneously ignite between 248°C and 266°C at atmospheric pressure in
the presence of air and oxygen. Sulfur combines directly with all metals,
except gold and piatinum.

B. Human Health Assessment

1. Toxicology Data Base

All toxicology data requirements are satisfied. No further data
were required in the 1982 Registration Standard and no additional data
have been submitted. The results of the review of the toxicology data
base are presented below:

a. Acute and Subchronic Toxicity

The LDy, for 98% sulfur from an acute oral rat study is
>5 g/kg (category IV toxicity). The LD,, for 98 % sulfur from
an acute dermal rabbit study i1s >2 g/kg (category III toxicity).
The LCs, for a rat inhalation study with 98% sulfur is >2.56
mg/] (category III toxicity). The primary dermal irritation
studiy indicates Category IV toxicity. A guinea pig dermal
sensitization study shows sulfur is not a skin sensitizer. A
primary eye irritation study in rabbits using 98% sulfur shows
sulfur to be an eye irritant with Category III toxicity. Optical
application of sulfur to rabbits produced conjunctival redness
and discharge. The table below summarizes the toxicity values
and categories (note that for dermal and eye irritation and skin
sensitization, specific values do not apply):

Toxicity Route Value Category
Acute oral >5g/kg v
Acute dermal >2g/kg 111
Acute inhalation >2.56mg/l 111
Eye irritation n/a I
Dermal irritation n/a v
Skin sensitizer n/a NO

Subchronic inhalation exposure to sulfur in rats shows
body weight depression, decreased blood sulthydryl contents,
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decreased serum peroxidase levels, and increased serum
albumin.

b. Human Chronic Toxicity

Epidemiological studies with mine workers who were
exposed to suifur dust and sulfur dioxide (SO,) during their
lifetimes revealed ocular disturbances as one of the principal
toxicity signs. Chronic bronchitis was generally tound in those
individuals as well as chronic sinusai effects and respiratory
disturbances.

¢. Other Chronic Toxicological Effects

As stated in the 1982 Registration Standard, there are no
known risks of oncogenic, teratogenic, or reproductive hazards
associated with sulfur. Sulfur, in its elemental, reduced, or
oxidized forms, represents approximately 1.9 percent of the total
weight of the earth. The sulfates and suifides are common in
their various mineral forms. Most aquatic and terrestrial
environments are high in sulfur, sulfur-deficient environments
being quite rare in nature. Since elemental suifur at low levels
is generally recognized as safe (40 CFR §180.2) and since it
does not give rise to metabolites other than such as are well
known to be intermediary or end products of mammalian
metabolic reactions, the intent of chronic testing requirements do
not apply to elemental sulfur and its possible metabolites.
Chronic exposure to sulfur is the natural state. No toxicology
data gaps exist. Sulfur has also been shown to be non-
mutagenic in microorganisms.

2. Dietary Exposure

All residue data requirements are satisfied. No further data
were required in the 1982 Registration Standard and no additional data
have been submitted. Since there are no toxicological endpoints of
concern, no risk assessment was performed for dietary exposure.
Sulfur is a pesticide chemical that is generally recognized as safe as
noted in 40 CFR §180.2(a).

Further, there are no minor use considerations for sulfur, no
Codex Maximum Residue Levels, nor has a Reference Dose been
established.



3. Occupational Exposure

Based on incidents of pesticide-related illness, primarily skin
~ and eye irritation, which were reported among fieldworkers in

California, the Agency has determined that a reentry hazard exists for
fieldworkers reentering sites following foliar application of sulfur dust.
The 1982 Registration Standard required registrants to propose a
reentry interval for foliar application of sulfur based on one of the
foliowing: a) the longest or most restrictive existing reentry interval
for sulfur imposed by any state, which, as described in the Standard, is
a 24-hour reentry interval established by the State of California: b) data
on dissipation of foliar residues (decline curve), on human exposure to
those residues, and on the toxicity of suifur; or ¢) a determination of
the time beyond which there are no detectable dislodgeable residues
remaining in the worker environment. Since the issuance of the
Registration Standard, no reentry data have been submitted to support a
reentry interval of less than 24 hours. Therefore, a 24-hour reentry
interval labeling requirement is being imposed (along with other
labeling requirements outlined elsewhere in this document) on sulfur-
containing pesticide products.

4. Human Risk Assessment

The human risks, if any, from both dietary and occupational
exposures are considered to be very low because of the general
knowledge of the chemical Sulfur, its ubiquitious occurrence, and its
low toxicity, as well as its long history of use by humans, including
some pharmaceutical applications.

C. Environmental Assessment

All environmental fate and ecological effects data
requirements have been satisfied. No further environmental fate data were
‘required in the 1982 Registration Standard, nor were any ecological effects
data required. -

1. Environmental Fate Assessment
In the 1982 Registration Standard, all environmental fate data

requirements were waived based on the fact that sulfur is a natural
compenent of the environment.



The only environmental concern with elemental sulfur is that
upon oxidation 1t forms sulfuric acid, which can acidity soil or water
ecosystems. In soil management systems, elemental sulfur is a
common soil amendment used to acidify calcareous soil and increase
the fertility. As a soil amendment or pesticide, the recommended
application rate for sulfur can range from 10 to 50 lbs/A. Therefore,
elemental sulfur used as a pesticide or soil amendment would be
expected to have a similar acidification effect on the environment;
however, this is not necessarily a deleterious effect. In soil and water
management systems, the application of lime, i.e., Calcium carbonate,
is recommended to neutralize the acidity generated through sulfur
oxidation,

The use of elemental sulfur, applied either as pesticide or soil
amendment is not an environmental concern because it will become
incorporated into the natural sulfur cycle. The fate of sulfur is
dependent on environmental redox conditions. Under aerobic soil
conditions, elemental sulfur is oxidized to sulfate via microbial
metabolism. The dissipation of sulfate is dependent on leaching and
soil organic matter immobilization. Under anaerobic conditions,
elemental sulfur is reduced to sulfide (§*) via microbial metabolism.
The subsequent fate of sulfide is dependent on metal sulfide
precipitation or volatilization of hydrogen suifide. Hence, elemental
sulfur should not pose an environmental problem because it rapidly
dissipates into the natural sulfur cycle.

2. Ecological Effects Assessment

In the 1982 Registration Standard, no additional ecological
effects data were required. No new ecological effects data has been
submitted since the issuance of the Registration Standard. The Agency
has reviewed the available information for sulfur and has determined
that all data requirements are satisfied.

a. Ecological Effects Data

There are six acceptable studies on the ecological effects
of sulfur. The 8-day dietary LCs, for bobwhite quail (Colinus
virginianus) is reported to be >5620 ppm in a study using a
95% sulfur wettable powder formulation. The 96-hour LCy,
values for two fish species, bluegill sunfish (Lepomis

macrochirus) and rainbow trout (Salmo gairdneri), are > 180
ppm in a study using a 99.5% sulfur dust formulation. The 48-



hour LCy, for daphnia (Daphnia magna) and the 96-hour LCs,
for mysid shrimp (Mysidopsis bahia) is reported to be > 5000
and 736 ppm respectively in a study using 90% sulfur. Two
beneficial insect studies demonstrated that sulfur {98% dust and
92% wettable powder) is low in toxicity to the honey bee (Apis
mellifera) through contact and ingestion.

These studies are sufficient to characterize sulfur as
practically non-toxic to the species tested.

b. Ecological Effects Risk Assessment

Due to the large annual sulfur usage and the relatively
high rates of application, there is a potential for non-target
organisms to be exposed to sulfur. Some precautionary labeling
is being required. The risks associated with sulfur use,
however, would appear to be low. Sulfur is ubiquitous and is a
required nutrient for some organisms. More important, the
available data indicate low order toxicity to the species tested.
Little hazard to non-target organisms is expected from the use of
sulfur.

IV. REREGISTRATION DECISION FOR SULFUR

A. Determination of Eligibility

previously identified and required the submission of all the generic (i.e.,
active-ingredient specific) data required to Support reregistration of products
containing sulfur as an active ingredient. The Agency has completed its
review of these generic data, and has determined that the data are sufficient to
Support reregistration of products containing sulfur, Appendix A identifies the
generic data requirements that the Agency reviewed as part of its
determination of reregistration eligibility of sulfur, and lists the submitted
studies that the Agency found acceptable.

The data identified in Appendix A were sufficient to allow the Agency
to assess registered uses of sulfur and o determine for all such uses that sulfur
can be used without resulting in unreasonable adverse effects on the
environment. The Agency therefore finds that al] producets containing sulfur as
an active ingredient are eligible for reregistration. The reregistration of
particular products is addressed in Section V of this document.
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The Agency made its reregistration eligibility determination based upon
the target data base required for reregistration, the current guidelines for
conducting acceptable studies to generate such data and the data identified in
Appendix A. Although the Agency has found that products containing sulfur
are eligible for reregistration, it should be understood that the Agency may
take appropriate regulatory action, and/or require the submission of additional
data to support registration of products containing sulfur, if new information
comes to the Agency’s attention or if the data requirements for registration (or
the guidelines for generating such data) change.

B. Additional Generic Data Requirements

The generic data base supporting the reregistration of products
containing sulfur has been reviewed and determined to be complete. No
further generic data are required to support reregistration. However,
registrants are reminded that any changes since the Registration Standard was
issued in 1982 in the manufacturing process for technical sulfur, and any
detection of new impurities since that time, must be reported to the Agency
under 40 CFR 152.46. Failure to inform the Agency of either changes in the
manufacturing process or of detection of new impurities could constitute
violations of FIFRA.

C. Labeling Requirements for Manufacturing-Use Products

1. The labels and labeling of all products must comply with EPA’s current
regulations and requirements. Follow the instructions in the Pesticide
Reregistration Handbook with respect to labels and labeling.

2. Based on the reviews of the generic data, the following additional label
statements are required:

a. In the directions for use, the following statement must appear:
"Formulators using this product are responsible for obtaining
EPA registration of their formulated products.”

b. In the directions for use, the following statement regarding
acceptable use patterns must appear: "For formulation into end-
use products intended only for (list acceptable sites).

C. In the Environmental Hazards section the following statement
must appear: "Do not discharge effluent containing this product
into lakes, streams, ponds, estuaries, oceans or public waters
unless this product is specifically identified and addressed in an
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NPDES permit. Do not discharge effluent containing this
product to sewer systems without previously notifying the
sewage treatment plant authority. For guidance, contact your
State Water Board or Regional Office of the EPA.

V. PRODUCT REREGISTRATION

A. Determination of Eligibility

sulfur,

Based on the reviews of the generic data for the active ingredient
the products containing sulfur are eligible for reregistration. Section

4(g)(2)(B) of FIFRA calls for the Agency to obtain any needed product-
specific data regarding the pesticide after a determination of eligibility has
been made. The Agency will review these data and determine whether to
reregister individual products. The Agency will not, however reregister any
product until all generic data On each active ingredient contained in the product
has been evaluated for reregistration and the Reregistration Eligibility
Document has been issued.

B. Product Specific Data Requirements

The product specific data requirements are stated in Appendix D (Data

Call-In Notice).

C. Labeling Requirements for End-Use Products

L.

The labels and labeling of all products must comply with EPA’s current
regulations and requirements, Follow the instructions in the Product
Reregistration Handbook with respect to labels and labeling,

All outdoor end-use product labels are to bear the following statements:

a. "Do not apply directly to water or Swamps, bogs, marshes, and
potholes. Do not contaminate water when disposing of rinsate
Or equipment washwater, *

b. "Do not enter into treated area until at least 24 hours after the
completion of application to the area unless wearing the
protective clothing listed below. During early reentry into
treated areas (less than 24 hours after the completion of
application) to perform hand labor tasks, wear long pants (or
coveralls), long sleeved shirt, shoes, socks, chemical/water
resistant gloves, goggles or face shield. "

11



"Pesticide Handlers: During mixing, loading and application of
this product, wear long pants (or coveralls), long sleeved shirt,
shoes, socks, chemical/water resistant gloves, and goggles or
face shield.”

12
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GUIDE TO APPENDIX A

Appendix A contains listings of data requirements which support the reregistration for
the pesticide covered by this Reregistration Eligibility Document.

Appendix A contains generic data requirements that apply to the pesticide in all
products, including data requirements for which a "typical formulation” is the test substance.

The data table is organized according to the following format:

1. Data Requirement (Column 1), The data requirements are listed in the order
in which they appear in 40 CFR Part 158. The reference numbers accompanying each test
refer to the test protocols set out in the Pesticide Assessment Guidelines, which are available
from the National Technical Information Service, 5285 Port Royal Road, Springfield, VA
22161.

2. Use Pattern (Column 2). This column indicates the use patterns to which the
data requirement applies. The following letter designations are used for the given use
patterns:

Indoor food
Indoor non-food
Indoor medical
Indoor residential

A Terrestrial food

B Terrestrial feed

C Terresirial non-food

D Aquatic food

E Aquatic non-food outdoor
F Aquatic non-food industrial
G Aquatic non-food residential
H Greenhouse food

I Greenhouse non-food crop
J Forestry

K Residential

L

M

N

O

Any other designations will be defined in a footnote to the table.

3. Bibliographic citation (Column 3). If the Agency has acceptable data in its
files, this column lists the identifying number of each study. This normally is the Master
Record Identification (MRID) number, but may be a "GS" number if no MRID number has
been assigned. Refer to the Bibliography Appendices for a complete citation of the study.

14
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APPENDIX B

SULFUR BIBLIOGRAPHY

Citations Considered to be Part of the Data Base
Supporting the Reregistration of Sulfur



GUIDE TO APPENDIX B

CONTENT OF BIBLIOGRAPHY. This bibliography contains citations of all studies
considered relevant by EPA in arriving at the positions and conclusions stated
elsewhere in the Reregistration Eligibility Document. Primary sources for studies in
this bibliography have been the body of data submitted to EPA and its predecessor
agencies in support of past regulatory decisions. Selections from other sources
including the published literature, in those instances where they have been considered,
will be included.

UNITS OF ENTRY. The unit of entry in this bibliography is called a "study". In
the case of published materials, this corresponds closely to an article. In the case of
unpublished materials submitted to the Agency the Agency has sought to identify
documents at a level parallel to the published article from within the typically larger
volumes in which they were submitted. The resulting "studies" generally have a
distinct title (or at least a single subject), can stand alone for purposes of review, and
can be described with a conventional bibliographic citation. The Agency has
attempted also to unite basic documents and commentaries upon them, treating them
as a single study.

IDENTIFICATION OF ENTRIES. The entries in this bibliography are sorted
numerically by Master Record Identifier,” or MRID number. This number is unique
to the citation, and should be used at any time specific reference is required. It is not
related to the six-digit "Accession Number" which has been used to identify volumes
of submitted studies; see paragraph 4(d)(4) below for further explanation. In a few
cases, entries added to the bibliography late in the review may be preceded by a nine-
character temporary identifier. These entries are listed after all MRID entries. This
temporary identifier number is also to be used whenever specific reference is needed.

FORM OF ENTRY. In addition to the Master Record Identifier (MRID), each entry
consists of a citation containing standard elements followed, in the case of material
submitted to EPA, by a description of the earliest known submission. Bibliographic
conventions used reflect the standards of the American National Standards Institute
(ANSI), expanded to provide for certain special needs.

a. Author. Whenever the Agency could confidently identify one, the Agency has
chosen to show a personal author. When no individual was identified, the
Agency has shown an identifiable laboratory or testing facility as author. As a
last resort, the Agency has shown the first submitter as author.

b. Document date. When the date appears as four digits with no question marks,

the Agency took it directly from the document. When a four-digit date is
followed by a question mark the bibliographer deduced the date from evidence

23



in the document. When the date appears as (1977), the Agency was unable to
determine or estimate the date of the document.

Title. In some cases, it has been necessary for Agency
bibliographers to create or enhance a document title, Any such editorial
insertions are contained between square brackets.

Trailing parentheses. For studies submitted to the Agency in the past, the
trailing parentheses include (in addition to any self-explanatory text) the
following elements describing the earliest known submission:

(1) . Submission date. The date of the earliest known submission appears
immediately following the word "received.”

(2 Administrative number. The next element, immediately following the
word "under,” is the registration number, experimental use permit
number, petition number, or other administrative number associated
with the earliest known submission.

3 Submitter. The third element is the submitter, following the phrase
"submitted by." When authorship is defaulted to the submitter, this
element is omitted. Note that, except for MRID 00009952, all of the
data supporting the reregistration of sulfur came from public sources
and are not compensable under FIFRA 3(c)(1)(D).

(4) Volume Identification (Accession Numbers). The final element in the
trailing parentheses identifies the EPA accession number of the volume
in which the original submission of the study appears. The six-digit
accession number follows the symbol "CDL," standing for "Company
Data Library." This accession number is in turn followed by an
alphabetic suffix which shows the relative position of the study within
the volume. For example, within accession number 123456, the first
study would be 123456-A; the second, 123456-B; the 26th, 123456-Z;
and the 27th, 123456-AA.
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APPENDIX B

Sulfur Bibliography

MRID Citation

005011733 Badawy, F.H. (1978) Effect of sulfur application on sulfur-oxidizing
bacteria and yield of two leguminous crops. Zentraiblatt tuer
Bakteriologie, Parasitenkunde, Infektionskrankheiten und
Hygiene, Abteilung 2 133(1):54-58,

000009951 Baker, R.G. (1976) Report to Kocide Chemical Corporation: Acute

GS(G031-0002

005015875

000009932

GS0031-0003

Toxicity Studies with Flowable Sulfur (52% S w/w)} 76-180:
IBT No. 8530-09283. (Unpublished study received Sep 16,
1976 under 8901-19; prepared by Industrial Bio-Test
Laboratories, Inc., submitted by Kocide Chemical Corp.,
Houston, Tex.; CDL:229248-A)

Borthwich, P. and R.S. Stanley. Unpublished Laboratory Report.
Definitive static bio-assay with Daphnia magna and Mysidipsis
bahia exposed to Ortho Flotox. (U.S. EPA, Office of Research
and Development, Environmental Research Laboratory, Gulf
Breeze, FLA., October 1982).

Donohue, J. (1961) The structures of elemental sulfur. Pages 1-6,
Inorganic Sulfur Compounds. Vol. 1. Elmsford, N.Y.:
Pergamon Press.

Doull, J.; Cross, R. (1977) Acute Oral Toxicity of Chigg-Away and Its
Ingredients in Adult Male Rats. (Unpublished study received
May 2, 1977 under 36864-1; prepared by Univ. of Kansas
Medical School, Dept. of Pharmacology, submitted by S.L.
Chigg Laboratories, Kansas City, Mo.; CDL.:230524-B)

Fink, R. Unpublished Laboratory Report. Eight day dietary LCy, -
Bobwhite quail, Sulfur, Final Report. Wildlife International
Ltd. (for U.S. EPA, Office of Research and Development,
Environmental Research Laboratory, Corvalis, Oregon, October
4, 1982). (Fiche ID No. STOSULQ2).
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MRID

APPENDIX B

Sulfur Bibliography

Citation

005012348

005011817

005012688

005013038

005011624

005018847

005015159

GS0031-0004

Groves, A.B. (1946) Choosing a sulphur fungicide. Eastern Fruit
Grower 8(12): 24, 27, 30-31.

Gruener, H. (1907) The vapor pressure of sulphur at low temperatures.
Journal of the American Chemical Society 29: 1396-1402.

Meyer, B. (1976) The structures of elemental sulfur. Pages 287-317,
In Advances in Inorganic Chemisiry and Radiochemistry, Vol.
18. New York: Academic Press.

Murthy, K.S. (1974) Characterization of Sulfur Recovery in Oil and
Natural Gas Production. Research Trnangle Park, N.C.: U.S.
Environmental Protection Agency, Office of Air Quality
Planning and Standards. (EPA-450/3-75-081; available from:
NTIS, Springfield, VA; PB-248 602)

Nagy, Z.; Mile, I.; Antoni, F. (1975) The mutagenic effect of
pesticides on Escherichia coli WP2 try. Acta Microbiologica
Academiae Scientiarum Hungancae 22(3): 309-314.

Toth, D.; Tomasovicova, D. (1979) Effect of pesticides on survival of
Tetrahymena pyriformis in Danube water. Biologia (Bratislava)
34(3): 233-239.

Tuller, W.N. (1970) Elemental sulfur. Pages 1-88, In The Analytical
Chemistry of Sulfur and Its Compounds: Part I. Edited by
J.H. Karchmer. New York: Wiley-Interscience. (Chemical
analysis, vol. 29. Edited by P.J. Elving and I.M. Kolthoff)

U.S. EPA. 1975. Report on the toxicity of Stauffer Chemical
Companys OWL Superline Dusting Sulfur (99.5% a.i.) to
bluegill sunfish. (U.S. EPA, Chemical and Biological
Investigations Branch, Beltsville, Maryland, Static Jar, Test No.
916, 12/19/75, Unpublished Report (Fiche ID No. STOSULO3).
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MRIED Citation

GS0031-0005 U.S. EPA. 1976. Report on the toxicity of Stauffer Chemical
Companys OWL Superline Dusting Sulfur {(99.5% a.i.) to
bluegill sunfish. (U.S. EPA, Chemical and Biological
Investigations Branch, Beltsville, Maryland, Static Jar, Test No.
917, 1/19/76, Unpublished Report (Fiche ID No. SIOSUL(4),

005011811 West, J.R. (1950) Thermodynamic properties of suifur. Industrial and
Engineering Chemistry 42(4): 713-718.
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PESTICIDE REREGISTRATION BEANDBOOK
I. INTRODUCTION

A. Purpose and Content of this Handbook

respond to the Reregistration Eligibility Document (hereafter
referred to as the "RED") and how to reregister products. -

Section I, this introduction, describes the contents of the
Handbock, the Reregistration Eligibility Document and the
reregistration Process for products.

Section II contains instructions which must pe followed by

registrants of al1 registered pProducts containing the active
ingredient which is the subject of the RED.

instructions and copies of forms are in the Appendix.

B. The Reregistration Eligibility Document (RED)

Registrants must read and follow both this Handbook and the
accompanying RED which states the EPA's decision as to whether some
or all pesticidal uses of a specific active ingredient are eligible

Under Section 4 of the Federal Insecticide, Fungicide ang
Rodenticide Act (FIFRA), as amended in 1988, EPA is required to
reregister pesticides that were first registered before November
1, 1984. The RED describes in detail the subject chemical, its
uses and its regulatory history; describes EPaA's decision
concerning the eligibility of the uses of the chemical for
reregistration; and explains the scientific. and regulatory bases
for this decision. EPA's reviews of the data by scientific
discipline are available upon request.’ Appendices to the RED
contain: (1) a Data Dall-In Notice which requires submission of
generic and product specific data and which gives directions for

' Epa's science reviews and information on the registered

uses considered for EPA's analyses may be obtained from: EPA,
Freedom of Information, 401 M St., s.w., Washington, D.C. 20460,
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C. The Reregistration Process

Reregistration involves a thorough review of the scientific
data base underlying a pesticide's registration. The purpcse of
EPA's review is to reassess the potential hazards arising from the
currently registered uses of the pesticide, to determine whether
the data base is substantially complete or there is need for
additional generic data, and to determine whether the pesticide is
eligible for reregistration. This decision is issued as the RED.

If the RED declares that some or all uses of the chemical are
eligible for reregistration, affected registrants must submit or
cite any data and labels/labeling required for each product within
8 months of receiving the RED. EPA will review the submission for
each product and decide whether to reregister it based on the
following criteria:

--whether all of the product specific data and labels/labeling
are acceptable,

--whether all of the uses on the label/labeling are eligible,

--whether all of the active ingredients in the product are
eligible, and

==if no List 1 toxic inert ingredient is contained in the
product (a List 1 inert is permitted only if all data
for it have been submitted and EPA determines
that the inert does not pose any unreasonable adverse
effects in that product).

Products which meet all of these criteria will be
reregistered. Products which do not meet all these criteria, but
which have acceptable product specific data and labeling, will be
processed as registration amendments in order to implement label
changes required by the RED.

IX. INSTK&&QIONS FOR RESPONDING
A. How and When to Respond

This section provides directions for submitting timely and
adequate responses necessary to reregister products containing the
active ingredient covered by the RED. Registrants must follow
these steps exactly to avoid suspension of their products. All
products containing the active ingredient in the RED [i.e.,
manufacturing use products, end use products and special local need
(SLN or Section 24c) registrations] are subject to the requirements
of the RED. Figure 1 summarizes how and when to respond to the
RED. A step-by-step explanation follows. :

Step 1. Are Expedited lLabel Changes Reggired? In some
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instances, EPA may conclude that certain changes to product
labels/labeling must be implemented rapldly If the RED requires
expedited label/labeling changes, reglstrants must submit the items
below by the deadline specified in the RED. If expedited label
changes are not required, go to Step 2.

a. Application for Registration (EPA Form 8570-1). Complete
and sign the form. In Section II, insert '“Application for
Expedited Amendment in Response to the Reregistration Eligibility
Document for (insert case name for chemical)." Applications for
expedited label changes will be processed as applications for
amended registration. Use only an original application form with
a red identifier number in the upper right-hand corner.

b. Five (5) copies of revised draft label and labeling.
Refer to the RED for 1label/labeling changes and follow the
instructions in Section III.C. and the Appendix of this Handbook
for revising the label and labeling for each product.

8tep 2. Are data required? 1If the RED requires generic or
product specific data, you must follow the directions in the data
call-in notice in the RED. All registrants must respond for all
products within 90 days of receipt; products for which an adequate
response is not received on time will be subject toc suspension.

Step 3. Are All, Seme or None of the Uses of a Chemical
Eligible for Reregistration? If the RED states that some or all
uses are eligible, fcllow these instructions. If no uses are
eligible, no further response is necessary.

EPA's decision on the eligibility of each of the uses of an
active ingredient for reregistration is presented in the RED. If
some or all uses of a chemical are eligible for reregistration,
registrants for manufacturing-use products (MPs), end-use products
(EPs) and special local needs registrations (SLNs), must submit the
items below within 8 months of the date of issuance of the RED:

a. Application for Reregistration (use EPA Form 8570-1).
Complete and sign the form. In Section II of that form, check the
box "Other" and insert the term "Application for Reregistration"
in the Explanation. Use only an original application form with a
red identifier number in the upper right-hand corner.

b. Pive (S) copies of revised draft label and labeling.
Refer to the RED for labeling changes specific to the active
ingredient, follow the instructions in Section III.C. of this
Handbook and refer to the Appendix of this Bandbook for guidance
on current requirements for labels and labeling. If there are
ineligible uses on the label or labeling, you may delete such uses
and avoid all requirements and consequences associated with
ineligible uses (e.g, generic data requirements, cancellation,



FIGURE 1.

HOW AND WHEN TO RESPOND TO THE REREGISTRATION

ELIGIBILITY DOCUMENT (RED) FOR MANUFACTURING USE

PRODUCTS (MPs8),

BTEP 1:

BTEP 2:

STEP 3:

END-USE PRODUCTS (EPs) and SPECIAL
LOCAL NEEDS8 REGISTRATIONS (BLNs).

Are expedited label revisions required?

Yes / No

Submit application
and labels on
expedited schedule
specified in RED.
=
Are data required?

ves ]

Submit forms within
90 days for generic
and product specific

data. \\&
v

Are all,

No

some or none of the uses on

the label eligible for reregistration?

All or Some

Are any uses on the label

ineligible for reregistration?

Will you delete
ineligible uses
from the label?

No

For each MNP & EP

& BLN (24c¢) submit
application within
8 months. If

the submission

is acceptable,

the label will be
stamped accepted
as an amendnment.
N¢o reregistration
will be issued.

Yes No

/

Yes

A\'j
For each MP & EP

& BLN (24c¢) submit
application within
8 months. If

the submission

is acceptable,

the label will be
stamped accepted
and a notice of
reregistration
will be issued.

None

v
No further response
necessary. Await
the outcome of
EPA's review.
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suspension, etc.). If you delete certain uses now and those uses
become eligible for reregistration later, you must submit an
amendment application to add those uses back to the label.

C. Product Specific Data. You must follow the instructions
in the Data Call-In Notice in the RED and in Section III of this
Handbook. Responses to the data call in are due within 90 days and
the data are due within
8 months.

d. Two (2) copies of the current Confidential Statement of
Formula (EPA Form 8570-4, revised February 85). Two completed and
signed CSF forms must be submitted for the basic formulation and
for each alternate formulation. If CSFs are not provided for the
alternate formulas, they will not be reregistered and will no
longer be acceptable. The Appendix of this Handbook has specific
instructions for completing the CSF form.

If no uses of the chemical are eligible for reregistration,
ne response is necessary (except as may be regquired under 8tep 1
or 2). EPA will notify you when the ineligible status of those
uses has been resolved. Uses of an active ingredient may be
declared ineligible for reregistration for two possible reasons:

--Available data indicate that one or more of the criteria for
an in-depth special review have been met;

--Additional generic data are required.

In the first instance, if the active ingredient is placed into
special review, reregistration activities associated with those
uses of the chemical are stopped until EPA makes a final
determination. At that time, EPA will indicate which uses may be
eligible for reregistration and which uses are to be cancelled.
If some or all of the previously ineligible uses become eligible
for reregistration, EPA will start the reregistration process for
products containing only eligible uses.

In the second instance, based upon the review of studies for
an active ingredient during reregistration, additiocnal generic data
(e.g., second- or third-tier studies) may be needed (see the RED).
In such cases, the chemical's uses will not be eligible for
reregistration until the additional generic data have been
submitted to and reviewed and found acceptable by EPA. If the data
are reviewed and found to be acceptable, EPA will indicate which
uses will be eligible for reregistration and will initiate
reregistration of products containing previously' ineligible uses.
If the data are not submitted, products containing the active
ingredient may be suspended.



B. VWhere to Respond

By U.Ss. Mail:

Document Processing Desk {insert distribution code)
OCffice of Pesticide Programs (H7504C)

Environmental Protection Agency

401 M Street, S.W.

Washington, D.C. 20460

By express mail or by hand delivery:

Document Processing Desk (insert distribution code)
Office of Pesticide Programs (H7504C)

Room 2663, Crystal Mall 2

1921 Jefferson Davis Highway

Arlington, VA 22202

Use the following distribution codes, as applicable:

--use this distribution code for all responses pertaining to or
containing generic data. Such responses include the 90-day
response forms for generic data or hard copies of generic data.

RED/RD-XXX (where XXX is the case code for the chemical) -~
use this distribution code for all responses pertaining to or
containing product specific data. Such responses would include
expedited labeling amendments, 90-day responses to product specific
data requirements, hard copies of product specific data and
applications for reregistration.

IMPORTANT NOTE: These mailing addresses and distribution
codes must be used to assure the timely receipt ana processing of
Your submissions. Use of other addresses or codes may cause
significant delay to the receipt and handling of your submissions.

III. SUBM;§SION OF DATA AND LABELS/IABELING

This section provides additional guidance concerning responses
required for generic data, product specific ‘data ang
labels/labeling.

A. Generic Data

During EPA's evaluation of an active ingredient for
reregistration, additional generic data requirements may be
identified that registrants must fulfill. In some instances these

reregistration. In other Cases, these new data requirements would
not affect the eligibility of the active ingredient, but would be
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necessary to confirm EPA's assessment of that chemical.

Any new data requirements and how they affect reregistration
eligibility of a chemical are discussed in the RED. If new generic
data requirements are imposed in a Data Dall-In Notice in the RED,
registrants must respond as described in that Notice. The RED also
contains instructions for completing these forms, a citation of
EPA's legal authority for requiring the new data, a listing of
options available to registrants for satisfying the data
requirements and the name of the contact person for inquiries.

B. Product Specific Data

Product specific data may be required for the reregistration
of every pesticide product in three areas--product chemistry, acute
toxicity and efficacy. Instructions concerning product specific
data and labels/labeling follow. In addition, the instructions in
the data call-in notice in the RED must be followed.

1. Product Chemistry

Following are instructions for submitting product-specific
data and a discussion of EPA's policy on inert ingredients.

a. Data

All data requirements for MPs, EPs and SLNs (24c's) are
specified in the Data Call-In Notice in the RED. 1In addition, the
following points are required:

-~If you cite data from another registered, identical product,
you must identify the EPA registration number of that product.

--If the product-specific data cited or submitted do not
pertain to an identical formulation to the product submitted for
reregistration, then new product-specific data are required to be
submitted by the deadline specified in the Data Call-In Notice.
The only exception is for products which EPA "groups" together a
being similar enough to depend on the same data. Such groupings
are discussed in the appendix to the RED (for acute toxicity
purposes, for example), if it was feasible to do so.

b. Inert Ingredients

EPA has implemented a strategy for regulating inert
ingredients which affects the reregistration of pesticide products.
This strategy, issued on April 22, 1987 (52 FR 13305-13309) and
updated on November 22, 1989 (54 FR 48314-48316), adopted certain
peclicies designed to reduce the potential for adverse effects from
pesticide products containing intenticnally added inert
ingredients. . EPA divided the known inert ingredients into four
categories:



—-Inerts of toxicological concern (List 1) for which available
data demonstrate toxic effects of concern (includes about 50
chemicals). :

—--Potentially toxic inerts (List 2) for which only limited
data are available, but such data or the chemical structure suggest
the potential for toxicity (includes about 60 chemicals).

--Inerts of unknown toxicity (List 3) for which no data or
bases for suspecting toxic effects are available (includes up to
2,000 chemicals).

--Inerts of minimal concern (List 4) which are generally
regarded as innocuous (includes about 290 chemicals).

When a RED is issued and any uses of an active ingredient are
declared eligible for reregistration, all products containing that
active ingredient will be subject to reregistration. EPA will, as
part of the reregistration review, examine the inert ingredients
of each product prior to reregistration to ensure that they do not
present unreasocnable risks. In reviewing the product chemistry
data, EPA will identify List 1 inerts. EPA will continue to
encourage registrants to eliminate any List 1 inerts present.
Reregistration of products containing only List 2, 3 or 4 inerts
will be unaffected by the inerts strategy.

Consistent with the strategy on inerts, a product containing
a List 1 inert ingredient will not be reregistered until a full
risk assessment of the product has been conducted, based on the
data called in for that inert ingredient. However, the existing
registration of a product containing a List 1 inert will remain
valid as long as the product bears the required label warning and
is in compliance with any cutstanding DCI, or other activity under
the inerts strategy.

Any product containing a LUist 2, 3 or 4 inert may be
reregistered as 1long as it meets all other requirements for
reregistration. As the inerts strategy is implemented and data for
the List 2 and 3 inerts are reviewed, EPA may move these inerts to
the other Lists. If an inert were moved to List 1, products
containing that inert would become ineligible for reregistration.
Inert ingredients must also meet normal registration and tolerance
requirements, as applicable.

2. Acute Toxicit

The data call-in notice in the RED specifies the acute
toxicity data required for reregistration of each MP or EP. It
indicates whether any of the standard tests have been waived and,
if so, why.
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If feasible, EPA will group products that are similar with
respect to their acute toxicity so that one set of tests can
support reregistration of each group of products. This appreoach
would impose the least amount of testing necessary to adequately
support the registration and labeling for pesticide products. The
main benefits of this approach would be to minimize the need for
animal testing, reduce the expense to registrants to generate the
tests and decrease the resources EPA must spend on reviewing data.
Registrants would contact other registrants with products in the
same "batch" to decide whether to provide or depend on one set of
data; alternatively, registrants could choose to conduct their own
studies. All deadlines for submission of acute toxicity testing
must be met, whether batching is appropriate or not.

3. Product Performance

Consult the Data Call-In section of the RED to determine
whether Product Performance data are required for your product.

Product performance (efficacy) data are generated in studies
designed to document how candidate pesticide formulations perform
as pest control agents. Efficacy studies include tests run to
determine whether a formulation is lethal to certain pest species,
to document the effectiveness of the formulation in controlling
pest species in actual use situations, and to determine whether

certain claims beyond mere control of a pest (e.g., "six-month
residual effect," "kills Warfarin resistant house mice," etc.) are
justified.

EPA has standard protocols for certain efficacy tests. 1In
general, standard methods have been developed for tests needed to
substantiate claims that have been made frequently for pesticide
products. As the scope of potential pesticidal claims is extremely
broad, the Agency does not have standard methods for tests needed
to substantiate many pesticide claims, especially those that are
uncommon. The Product Performance Guidelines, Subdivision G, offer
general guidance for developing protocols for efficacy testing.
Proposed protocols should be submitted to EPA for review before
tests are initiated.

a. Efficacy Data Submission Waiver Poljcy

FIFRA gives the Administrator of EPA authority "to waive data
requirements pertaining to efficacy” but does not require that
efficacy data requirements be waived for any class of pesticide
product registered under Section 3 of the Act. As a matter of
policy, EPA does not require submission of efficacy data to support
many types of pesticidal claims but does require submission of such
data for certain types of claims. As noted in 40_CFR, Section
158.640, this waiver applies to the submission of efficacy data
rather than to the generation of efficacy data. EPA expects each
registrant to ‘'ensure through testing that his products are
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efficacious when used in accordance with commonly accepted pest
contrel practices."

This general policy notwithstanding, EPA may, at any time,
require a registrant to submit efficacy data to support any claim
made for a product. EPA also may require that certain claims of
effectiveness be established before a Section 3 registration is
granted.

b. Claims and Products for Which Efficacy Data Generaliy
Are Reguired

Submissicon of efficacy data at reregistration typically is
required for the following types of products:

1. products claimed to control microorganisms that
pose potential threats to public health;

2. products claimed to control vertebrate pests that
may directly or indirectly transmit diseases to
humans;

3. potentially very hazardous products for which EPA

determines that it is necessary to conduct a "risk-
benefits" analysis;

4. products of types for which EPA has reasons (e.qg.,
consumer complaints, unlikely claims, unusual use
patterns, etc.) to gquestion claims; and

C. Labels and Labeling

To remain in compliance with FIFRA, the label and labeling of
each product must be revised to meet the requirements for
reregistration as described below. "Labeling" includes the
container label and any written, printed or graphic matter that
accompanies  the pesticide in U.S. commerce at any time (such as
technical bulletins, collateral labeling, etc.). Any new uses or
proposed labeling changes that do not pertain to reregistration
must be filed separately from the application for reregistration
described in Step 3 earlier. Changes to labeling which must be
made for reregistration include, but are not limited to:

1. Generic labeling changes described in the RED. Such
changes may include statements on RESTRICTED USE, groundwater
hazards, protective clothing/equipment, endangered species,

environmental hazards, etc.

2. The format and content of labeling as described in 40 CFR
156.10. When further acute testing is needed, the current,
accepted precautionary statements will usually be retained until
testing is completed and the data are reviewed.
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3. Lakeling changes required by Pesticide Regulatory (PR)
Notices, regulations or other decisions (such as Special Reviews)
issued by EPA which are relevant to the pesticide. If such
notices, regulations or decisions are in effect at the time of your
application for reregistration, your product's labeling must
reflect the required changes. Some existing notices are referred
to in section B. of the appendix. However, registrants are
responsible for complying with all applicable notices and
regulations as they are issued by EpPa.




APPENDIX

A. Confidential Statement of Formula and Instructions
B. Instructions for Label Contents

C. ©Sample Label Formats--General Use & Restricted Use
D. Label Regulations (40 CFR 156.10)
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Instructions for Completing the confidential Statement cof
Formula

The Confidential Statement of Formula (CSF) Form 8570-4 must
be used. Two legible, signed copies of the form are required.
Following are basic instructions:

@. All the blocks on the form must be filled in and answered
completely.

b. 1If any block is not applicable, mark it N/A.

¢c. The CSF must be signed, dated and the telephone number of
the responsible party must be provided.

d. All applicable information which is on the product-
specific data submission must also be reported on the CSF.

e. All weights reported under item 7 must be in pounds per
gallon for liquids and pounds per cubic feet for solids.

£. Flashpoint must be in degrees Fahrenheit and flame
extension in inches.

g. For all active ingredients, the EPA Registration Numbers
for the currently registered source products must be reported under
column 12. '

h. The Chemical Abstracts Service (CAS) Numbers for all
actives and inerts and all common names for the trade names nust
be reported.

i. For the active ingredients, the percent purity of the
socurce products must be reported under column 10 and must be
exactly the same as on the source product's label.

J. All the weights in columns 13.a. and 13.b. must be in
pounds, kilograms, or grams. In no case will volumes be accepted.
Do not mix English and metric system units (i.e., pounds and
kilograms}.

k. All the items under column 13.b. must total 100 percent.

1. All items under columns 1l4.a. and 14.b. for the active
ingredients must represent pure active form.

m. The upper and lower certified limits for all active and
inert ingredients must follow the 40 CFR 158.175 instructions. An
explanation must be provided if the proposed limits are different
than standard certified limits.

n. When new CSFs are submitted and approved, all previously
submitted CSFs become obsolete for that specific formulation.



B. INSTRUCTIONS FOR IABREL CONTENTS

40 CFR 156.10 requires that certain specific labeling
Statements appear at certain locations on the label. The Sample
label formats that follow this section 9dénerally show where these

Item 1. PRODUCT NAME - The name, brand or trademark is required
to be located on the front pPanel, Preferably centered in the Upper
part of the Panel. The nanme ©f a product wil} not be accepteq if
it is false or misleading.

contents must be expressed in the largest suitable unit, e.g., "1
Pound 10 ounceg" rather than "2g ounces."™ In addition to English
units, net contents may be eéxpressed in metric units. (40 CFR

Item 4. Epa REGISTRATION NUMBER - The registration number assigned
to the pesticide Product must appear on the label, Preceded by the
Phrase "gpa Registration No.," or wgpa Reg. No." 1The registration
number must be get in type of a size ang style similar to other

location on the label or immediate container. It must also appear
on the wrapper or outside container of the Package if the EPA
establishment number on the immediate container cannot be Clearly
read through such wrapper or Container. 1[40 CFR 156.10(£))

breferred location is immediately below the product name. The
ingredients statement must run parallel with, and be Clearly
distinguisheqd from, other text on the panel. 1t MUsSt not be placed
in the body of other text. 1[40 cFRr 156.10(q)]



Item 6RB. POUNDS PER GALLON STATEMENT - For liquig agricultural
formulations, the pounds Per gallen of active ingredient must be
indicated on the label.

Item 7. FRONT LABEL PRECAUTIONARY STATEMENTS -~ Front panel
Precautionary statements must be grouped together, Preferably
within a block outline. The table below shows the minimum type
size requirements for various size labels,

Size of Label on Signal Worg "Keep Out of Reach
Front Panel Minimum Type Size ef Children"

in Square Inches All Capitals Minimum Type Size

5 and under € point 6 point

above 5 to 10 10 point 6 point

above 10 to 15 12 point 8 point

above 15 to 30 14 point 10 point

over 30 18 point 12 point

Item 7A. CHILD HAZARD WARNING STATEMENT - The statement "Keep Out
of Reach of Children" must be located on the front panel above the
signal worgd except where contact with children during distribution
Or use is unlikely, [40 CFR 156.10(h)(1)(ii)]

Item 7B. SIGNAL WORD - The signal word (DANGER, WARNING, or
CAUTION) is required on the front panel immediately below the child
hazard warning statement. (40CFR 156.10(h)(1)(i)].

Item 7c. SKULL & CROSSBONES AND WORD "POISON" - On products
assigned a toxicity Category I on the basis of oral, dermal, or
inhalation toxicity, the word "Poison" shall appear on the label
in red on a background of distinctly contrasting color and the
skull and crossbones shall appear in immediate Proximity to the
word POISON. [40 CFR 156.10(h) (1) (i) ].

Item 7D. STATEMENT OF PRACTICAL TREATMENT - 2 statement of
pPractical treatment (first aid or other) shall appear on the label
of pesticide products in toxicity Categories 1T, II, and III. [40
CFR 156.10(h)(1)(iii)]

Item 7E. REFERRAL STATEMENT - The statement "see Side (or Back)
Panel for Additional Precautionary Statements” ig required on the
front panel for all products, unless al} required precautionary

statements appear on the front panei. [40 CFR 156;10(h)(1)(iii)].

Item 8. SIDE/BACK PANEL PRECAUTIONARY LABELING - The Precautionary
statements listed below must appear together on the label under the
heading "PRECAUTIONARY STATEMENTS." The preferred location is at
the top of the side or back panel Preceding the directions for use,



and it is preferred that these statements be surrounded by a block
outline. Each of the three hazard warning statements must be
headed by the appropriate hazard title. [40 CFR 156.10(h) (2) ]

Item 8A. HAZARD TO HUMANS AND DOMESTIC ANIMALS - Where a hazard
exists to humans or domestic animals, precautionary statements are
required indicating the particular hazard, the route(s) of exposure
and the precautions to be taken toc aveid accident, injury or
damage. (40 CFR 156.10(h) (2) (i)]

Item 8B. ENVIRONMENTAL HAZARD -~ Where a hazard exists to non-
target organisms excluding humans and domestic animals,
precautionary statements are required stating the nature of the
hazard and the appropriate precautions to avoid potential accident,
injury, or damage. [40 CFR 156.10(h) (2) (ii)]

Item 8C. PHYSICAL OR CHEMICAL HAZARD - FLAMMABILITY Precautionary
statements relating to flammability of a product are required to
appear on the label if it meets the criteria in the PHYS/CHEM
Labeling Appendix. The requirement is based on the results of the
flashpoint determinations and flame extension tests required to be
submitted for all products. These statements are to be located in
the side/back panel precautionary statements section, preceded by
the heading "Physical/Chemical Hazards." Note that no signal word
is used in conjunctien with the flammability statements.

Item 9A. RESTRICTED USE CLASSIFICATION -~ FIFRA sec. 3(d) requires
that all pesticide formulations/uses be classified for either
general or restricted use. Products classified for restricted use
may be limited to use by certified applicators or persons under
their direct supervision (or may be subject to other restrictions
that may be imposed by regulation). If your product has been
classified for restricted use, the following label requirements

apply:

1. All uses restricted. The following statements must be placed
in a black box at the top of the front panel of the label and
labeling:

a. The statement "Restricted Use Pesticide" must appear at
the top of the front panel of the label. The statement
must be set in type of the same minimum size as required
for human hazard signal word [see table in 40 CFR
156.10(h) (1) (iv)}]. No statements of any kind may appear
above this RUP statement.

b. The reason for the the restricted use classification must
appear below the RUP statement. The RED will prescribe
this statement.

C. A summary statement of the terms of restriction must
appear directly below this reason statement on the front
panel. If use is restricted to certified applicators,
the following statement is required: "For retail sale

TN



to and use only by Certified Applicators or persons under
their direct supervision and only for those uses covered
by the Certified Applicator's Certification." The RED
will specify what statement must be used.

2. Some but not all uses restricted. If the Regulatory Position
and Rationale states that some uses are classified for
restricted use, and some are unclassified, several courses of
action are available:

a. You may label the product for Restricted use. If you do
so, you may include on the label uses that are
unrestricted, but you may not distinguish them on the
label as being unrestricted. '

b. You may delete all restricted uses from your label and
submit draft labeling bearing only unrestricted uses.

c. You may "split" your registration, i.e., register two
separate products with identical formulations, one
bearing only unrestricted uses, and the other bearing
restricted uses. To do so, submit two applications for
reregistration, each containing all forms and necessary
labels, Both applications should be submitted
simultanecusly. Note that the products will be assigned
separate registration numbers.

Item 9B. MISUSE STATEMENT - All products must bear the misuse
statement, "It is a violation of Federal law to use this product
in a manner inconsistent with its 1labeling." This statement
appears at the beginning of the directions for use, directly
beneath the heading of that section.

Item 10A. REENTRY STATEMENT =~ If a restricted entry interval (REI)
has been established by the Agency, it must be included on the
label. Additional worker protection statements may be required in
accordance with PR Notice 83-2, March 29, 1983.

Item 10B. STORAGE AND DISPOSAL BLOCK - All labels are required to
bear storage and disposal statements. These statements are
developed for specific containers, sizes, and chemical content.
These instructions must be grouped and appear under the heading
"Storage and Dispesal" in the directions for use. This heading
must be set in the same type sizes as required for the child hazard
warning. Refer to P.R. Notices 83-3 and 84-1 to determine the
storage and disposal instructions appropriate for your products.

Item 10C. DIRECTIONS FOR USE =~ Directions for use must be stated
in terms which can be easily read and understood by the average
person likely to use or to supervise the use of the pesticide.
When followed, directions must be adegquate to protect the public
from fraud and from persconal injury and to prevent unreasonable
adverse effects on the environment., {40 CFR 156.10]



COLLATERAL LABELING

Bulletins, leaflets, circulars, brochures, data sheets, flyers, or
other written or graphic printed matter which is referred to on the
label or which is to accompany the product are termed collateral
labeling, Such labeling may not bear claims or representations
that differ in substance from those accepted in connection with
registration of the product. Collateral labeling must be made part
of the response to this notice and submitted for review.
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gnyironmonicl Protection Agency

cubmitter has asserted a confidential

pusiness information claim concerning
the material).
¢5) A copy of each document, propos-

al or other item of written material
co'ncerning the Registration Standard
provided by the Agency to any person
or party outside of government
(within 15 working days after the item
is made available to such person or

party). i .
(6) A copy of the Registration Stand-

d;
ar('r) With respect to a Registration
Standard for which the Agency has
determined that a substantially com-
plete chronic health and teratology
data base exists, a copy of the FEDERAL
REGISTER hotice concerning availabil-
ity of a proposed Registration Stand-
ard, and a copy of each comment re-
ceived in response to that notice
(within 10 working days after receipt
by the Agency, or 15 working days if
the submitter has asserted a confiden-
tial business information claim con-
cerning the material).

(8) A copy of the FEDERAL REGISTER
notice announcing the issuance of the
Registration Standard (within 10
working days after the publication of
the notice).

(¢) Indexr of the dockei. The Agency
will establish and keep current an
index to the docket for each Registra-
tion Standard. The index will include,
but is not limited to:

(1) A list of each meeting between
the Agency and any person or party
outside of government, containing the
date and subject of the meeting, the
names of participants and the name of
the person requesting the meeting.

(2) A list of each document in the
docket by title, source or recipient(s),
and the date the document was re-
ceived or provided by the Agency.

(d) Availabdility of docket and indi-
ces. (1) The Agency will make avail-
able to the publie for inspection and
copying the docket and index for any
Registration Standard.

(2) The Agency will establish and
maintain a mailing list of persons who
have specifically requested that they
receive indices for Registration Stand.
ard dockets. On a quarterly basis, EPA
will distribute the indices of new mate-
rials placed in the public docket to
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these persons. Annually, EPA will re-
quire that persons on the list renew
their requests for inclusion on the list.

(3) The Agency will issue annually in
the PEDERAL REGISTER (in conjunction
with the annual schedule notice speci-
fied in §155.25) a notice announcing
the availability of docket indices,

(4) Each FEDERAL REGISTER notice of
availability of a Registration Standard
will announce the availability of the
docket index for that Standard.

8 155.34 Notice of availability.

(a) The Agency will issue in the Peb-
ERAL REGISTER a notice announcing the
issuance and availability of Registra-
tion Standard which:

{1) Concerns a previously unregis-
tered active ingredient; or

{2) Concerns a previously registered
active ingredient, and the Registration
Standard states that registrants will
be required (under FIFRA section
3(e)2XB)) to submit chronic heaith
(including, but not limited to, chronic
feeding, oncogenicity and reproduc-
tion) or teratology studies.

(b) Interested persons may submit
comments concerning any Registra-
tion Standard described by paragraph
(a) of this section at any time,

(c) The Agency will issue in the FED-
ERAL REGISTER a notice announcing the
availability of, and providing opportu-
nity for comment on, each proposed
Registration Standard which concerns
a previously registered active ingredi-
ent for which the Agency has deter-
mined that a substantially complete
chronic health and teratology data
base exists. Following the comment
period and issuance of the Registra-
tion Standard, the Agency will issue in
the FEDERAL REGISTER a notice of avail-
ability of the Registration Standard.

PART  156—LABELING REQUIRE-
MENTS FOR PESTICIDES AND DE-
VICES

AvtHoRITY: T U.S.C. 136-136Y.

8156.10 Labeling requirements.

(a) General—(1) Contents of the
label. Every pesticide products shall
bear a label containing the informa-
tion specified by the Act and the regu-
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lations in this Part. The contents of a
label must show clearly and promi-
nently the following:

(1) The name, brand, or trademark
under which the product is sold as pre-
scribed in paragraph (b) of this sec-
tion;

(i) The name and address of the
producer, registrant, or person for
whom produced as prescribed in para-
graph (c¢) of this section;

(iii) The net contents as prescribed
in paragraph (d) of this section;

(iv) The product registration
number as prescribed in paragraph (e)
of this section;

(v} The :producing establishment
number as prescribed in paragraph ¢f)
of this section;

(vi) An ingredient statement as pre-
scribed in paragraph (g) of this sec-
tion;

(vii) Warning or precautionary state-
ments as prescribed in paragraph (h)
of this section:

(viii} The directions for use as pre.
scribed in paragraph (i) of this section;
and

(ix) The use classification(s) &S Dre-
scribed in paragraph (j) of this section.

(2) Prominence and legibility. (i) All
words, statements, graphic representa.
tions, designs or other information re-
quired on the labeling by the Act or
the regulations in this part must be
clearly legible to a person with normal
vision, and must be placed with such
conspicuousness (as compared with
other words, statements, designs, or
graphic matter on the labeling) and
éxpressed in such terms as to render it
likely to be read and understood by
the ordinary individual under custom-

"ary conditions of purchase and use,

(ii) A} required label text must;

(A) Be set in 6-point or larger type;

(B) Appear on a clear contrasting
background: and

(C) Not be obscured or crowded,

(3) Language to be used. All required
label or labeling text shall appear in
the English language. However, the
Agency may require or the applicant
mmay propose additional text in other
languages as is considered necessary to
protect the public. When additional
text in another language is necessary,
all labeling requirements will be ap-
plied equally to both the English and

'8

40 CFR Ch. 1 (7-1-89 Edition)

other-language versions of the labej.
ing.

(4) Placement of Label—(i) Generqy
The label shall A&PPEar on or be secure.
ly attached to the immediate contain.
er of the pesticide product. For pyr.
poses of this Section, and the mis.
branding provisions of the Act, “ge.
curely attached” shall mean that 3
label can reasonably be expected to
remain affixed during the foreseeable
conditions and period of use. If the im.
mediate container is enclosed within 3
wrapper or outside container through
which the label cannot be clearly read,
the label must also be securely at-
tached to such outside wrapper or con.
tainer, if it is a part of the Package ag
customarily distributed or sold.

(ii) Tenk cars and other bulk con.
tainers—(A) Transportation. While g
pesticide product is in transit, the ap.
propriate provisions of 49 CFR Parts
170-189, concerning the transportation
of hazardous materials, and specifical-
ly those provisions concerning the la.-
beling, marking and placarding of haz.
ardous materials and the vehicles car-
rying them, define the basic Federa]
requirements, In addition, when any
registered pesticide product is trans.
perted in a tank car, tank truck or
other mobile or portable bulk contain-
€r, & copy of the accepted label must
be attached to the shipping papers,
and left with the consignee at the time
of delivery.

(B) Storage. When pesticide prod-
ucts are stored in bulk containers,
whether mobile or stationary, which
remain in the custody of the user, a
copy of the label of labeling, including
all appropriate directions for use, shall
be securely attached to the container
in the immediate vicinity of the dis-
charge control valve.

(8) False or misleading statements.
Pursuant to section 2(QX1)XA) of the
Act, a pesticide or a device declared
subject to the Act pursuant to
§ 153.240, is misbranded if its labeling
is false or misleading in any particular
including both pesticidal and non-pes-
ticidal claims. Examples of statements
or representations in the labeling
which constitute misbranding include:

(i) A false or misleading statement
concerning the composition of the
product;
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(iiy A false or misleading statement
concerning the effectiveness of the
product as a pesticide or device;

(iii) A false or misleading statement
about the value of the product for
purposes other than as a pesticide or
device,

(iv) A false or misleading comparison
with other pesticides or devices;

(v} Any statement directly or indi-
rectly implying that the pesticide or
device is recommended or endorsed by
any agency of the Federal Govern-
ment,

(vi} The name of a pesticide which
contains two or more principal active
ingredients if the name suggests one
or more but not all such principal
active ingredients even though the
names of the other ingredients are
stated elsewhere in the labeling;

(vii) A true statement used in such a
way as to give a false or misleading im-
pression to the purchaser;

(viii) Label disclaimers which negate
or detract from labeling statements re-
quired under the Act and these regula-
tions;

(1x) Claims as to the safety of the
pesticide or its ingredients, including
statemernts such as ‘safe,” “nonpoison-
cus,” “noninjurious,” ‘“harmless” or
“nontoxic to humans and pets” with
or without such a qualifying phrase as
“when used as directed’’; and

(x) Non-numerical and/or compara-
tive statements on the safety of the
product, including but not limited to:

(A) “Contains all natural ingredi-
ents’’;

(B) “Among the least toxic chemi-
cals known"

(C) “Pollution approved”

(8) Final printed labeling. (i) Except
as provided In paragraph (aX8)ii) of
this section, final printed labeling
must be submitted and accepted prior
to registration. However, final printed
labeling need not be submitted until
draft label texts have been provision-
ally accepted by the Agency.

(ii) Clearly legible reproductions or
photo reductions will be accepted for
unusual labels such as those silk-
screened directly onto glass or metal
containers or large bag or drum labels.
Such reproductions must be of micro-
film reproduction quality.
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(b) Name, brand, or frademark. (1)
The name, brand, or trademark under
which the pesticide product is sold
shall appear on the front panel of the
label. ‘

(2) No name, brand, or trademark
may appear on the label which:

(1) 1s false or misleading, or

(ify Has not been approved by the
Administrator through registration or
supplemental registration as an addi-
tional name pursuant to § 152.132.

(c) Name and address of producer,
registrant, or person for whom -pro-
duced. An unqualified name and ad-
dress given on the label shall be con-
sidered as the name and address of the
producer. If the registrant’s name ap-
pears on the label and the registrant is
not the producer, or if the name of the
person for whom the pesticide was
produced appears on the label, it must
be qualified by appropriate wording
such as ‘‘Packed for * * *,” “Distribut-
edby* * *“"or“Soldby* * *’ to show
that the name is not that of the pro-
ducer.

(d) Net weight or measure of con-
tents. (1) The net weight or measure
of content shall be exclusive of wrap-
pers or other materials and shail be
the average content unless explicitly
stated as a minimum quantity.

(2) If the pesticide is a liquid, the
net content statement shall be in
terms of liquid measure at 68 F (20°C)
and shall be expressed in conventional
American units of fluid ounces, pints,
quarts, and gallons.

(3) If the pesticide is solid or semi-
solid, viscous or pressurized, or is a
mixture of liquid and solid, the net
content statement shall be In terms of
weight expressed as avoirdupois
pounds and ournces.

(4) In all cases, net content shall be
stated in terms of the largest suitable
units, f.e., “1 pound 10 ounces” rather
than “26 ounces.”

(5) In addition to the required units
specified, net content may be ex-
pressed in metric units.

(8) Variation above minimum con-
tent or around an average is permissi.
ble only to the extent that it repre-
sents deviation unavoidable in good
manufacturing practice. Variation
below a stated minimum is not permit.-
ted. In no case shall the average con-
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tent of the packages in a shipment fall
below the stated average content. ver
(e) Product registration numoen

The registration number ml%ﬂne of

the pesticide product at thihe Tabel.

registration shall appear EEPA Regis-

preceded by the phrase B s

tration No.,” or the phraseb shall be

No." The registration num erj.muar to

set (n type of & size and Sty & S el

other print on that part o ]
on which it appears a_.nd shall run par
allel to it. The registration number
and the required identifying phrase
shall not appear in such a manner as
to suggest or imply recommendation
or endorsement of the product by the
Agency. . .
(f) Producing eslablishments regis-
tration number. The producing estab-
lishment registration number preced-
ed by the phrase “EPA Est.”, of the
final establishment at which the prod-
uct was produced may appear in any
suitable locaticn on the label or imme-
diate container. It must appear on the
wrapper or outside container of the
package if the EPA establishment reg-
istration number on the immediate
container cannot be clearly read
through such wrapper or container.

(8) Ingredient statement—(1) Gener-
al. The label of each pesticide product
must bear a statement which contains
the name and percentage by weight of
each active ingredient, the total per-
centage by weight of all inert ingredi-
ents; and if the pesticide contains ar-
senic in any form, a statement of the
percentages of total and water-soluble
arsenic calculated as elemental ar-
senic. The active ingredients must be
designated by the term ‘“‘active ingredi-
ents” and the inert ingredients by the
term “inert ingredients,” or the singu-
lar forms of these terms when appro-
priate. Both terms shall be in the
same type size, be aligned to the same
margin and be equally prominent. The
statement “Inert Ingredients, none” is
not required for pesticides which con.
tain 100 percent active ingredients.
Unless the ingredient statement is a
complete analysis of the pesticide, the
term “analysis” shall not be used as a
heading for the ingredient statement.

(2) Position of ingredient statermnent.
(1) The ingredient statement is nor-
mally required on the front panel of
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. If there is an outside con.
EE&Q? b:x} wrapper through which the
ingredient statement cannot be clearly
read, the ingredient statement must
also appear on such outside container
or wrapper. If the size or form of the
package makes it impracticable to
place the ingredient statement on the
front panel of the label, permission
may be granted for the ingredient
statement to appear elsewhere.

(i1) The text of the ingredient state.
ment must run parallel with other
text on the panel on which it appears,
and must be clearly distinguishable
from and must not be placed in the
body of other text,

(3) Names to be used in ingredient
statement. The name used for each in-
gredient shall be the accepted
common name, if there is one, fol-
lowed by the chemical name. The
common name may be used alone only
if it is well known. If no common name
has been established, the chemical
name alone shall be used. In no case
will the use of a trademark or proprie-
tary name be permitted unless such
name has been accepted as a common
name by the Administrator under the
authority of section 25(c)(6).

(4) Statements of percentages. The
percentages of ingredients shall be
stated in terms of weight-to-weight.
The sum of percentages of the active
and the inert ingredients shall be 100.
Percentages shall not be expressed by
& range of values such as “22-25%."” If
the uses of the pesticide product are
expressed as weight of active ingredi-
ent per unit area, a statement of the
weight of active ingredient per unit
volume of the pesticide formulation
shall also appear in the ingredient
statement.

(5) Accuracy of stated percentages.
The percentages given shall be as pre-
cise as possible reflecting good manu-
facturing practice. If there may be un-
avoidable variation between manufac-
turing batches, the value stated for
each active ingredient shall be the
lowest percentage which may be
present,

(8) Deterioration. Pesticides which
change in chemical composition sig-
nificantly must meet the following la-
beling requirements:

*Y
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(1) In cases where it is determined the general areas of toxicological
nat 8 pesticide formulation changes hazard Including hazard to children,
Lhemical composition  significantly, environmental hazard, and Physical or
Cne product must bear the following chemica) hazard fall into two groups;
tm;ement in & prominent position on those required on the front panel of
fhe label: “"Not for sale or yse after the labeling and those which may
(datel.” _ &Dpear elsewhere, Specific require.

(ji) The product must meet all label ments foncerning content, placement,
claims up to the expiration time indj- type size, ang prominence are given
cated on the label. below.

(T) Inert ingre_dients. The Adminis. (1) Required Jront panel statements,
trator mMay require the name of any With the exception of the child
inert ingredient(s) to be listed in the hazard warning statement, the text re.
ingredient siatement if he determines quired on the front bpanel of the label
that such ingredient(s)  nay pose a g determined by the Toxicity Catego-
hazard to man or the environment, Iy of the pesticide. The category is as-

th) Warnings and Precautionary signed on the basis of the highest
statements. Required warnings and hazard shown by any of the indicators
precautionary statements concerning  in the table below:

L

Toxicity categongs

Hazard indicalors ’

| ] I v

7}_

|

Ordl LDs..............] Up to and including 50 ’ From 50 they 500 mg/kg..i From 500 thn, 5000 mg/ | Greater than 5000 mg/
mg/kg. kg. kg.

Inhaiaton LCu.......| Uip to and including .2 From .2 thny 2 mg/liter .| Fram 2. thry 20 mg/liter . Greater than 20 mg/liter.
mg/ liter.

Demal LDya........... i Up to ang including 200 | From 200 thry 2000! From 2,000 thru 20.000....| Greater than 20.000.
mg/kg.

Eye effects...........| Comosive; comeal Corneal opacity | No corneal opacity: No irritation.
opacity not raversible revarsibig within 7 imaton reversitle
within 7 dayg. days, imtaton within 7 days.

persisting for 7 days.
Sun effects._...,.. . Corroswe Severe irritation ay 72 Moderate imitation at 72 | Mild or siight imtation at
hours. hours. 72 hours.

(1) Human hazard signql word—(A) (D) Toxicity Category 1V, All pesti-
Toxicily Qategory 1. All pesticide p_rt_Jd- cide products Ineeting the criteria of
ucts meeting the criterig of Toxicity Toxicity Category IV shall bear on the
Category I shall bea}' on ths front front panel the signal word “Caution.”
panel the signal word “Danger.” In ad. (E) Use of signal words. Use of any
Qtlon If the product was assigned to signal word(s) associated with a higher
Toxicity Category I on the basis of jts Toxicity Category is not permitted
oral, inhalation or dermal toxicity (as i

eéxcept when the Agency determines

distinet from skin and eye local ef. : _
. . that such labeling is necessary to pre

ﬁcz_‘:)dtgg :’oggckp o;.sond :?%;s%&%%’;r vent unreasonable adverse effects on
groun y man or the environment. In no case

imm shall maore than one human hazard

;;gisi?:ir:;st:l:glg ;’gfg %;giliv.on." ediate signal word appear on the front panel
(B) Toricity Category I, ANl pestj. of a label, ,

¢lde products meeting the criteris of  UD Child hazard warning. Every pes.
Toxicity Category II shall bear on the ticide product 1age] shall bear on the
front panel the signal worgd “Warn- front panel the statement “keep out of
ing.” reach of children.” Only in cases
(09} Toxicity Category I7I. Al pesti- Wwhere the likelihood of contaci with
cide products meeting the criteria of children during distribution, market.-
Toxicity Category III shall ‘bear on ing, storage or use is demonstrated by
the front panel the signal word “Cau- the applicant to be extremely remote,
tion.” or if the nature of the pesticide is such

7 e




that it is approved for use on infants

or small children, may the Administra-

tor walve this requirement.

(1) Statement of practical (treat-
ment—(A) Tozicity Category I. A
statement of practical treatment (first
aid or other) shall appear on the front
panel of the label of all pesticides fall-
ing into Toxicity Category I on the
basis of oral, inhalation or dermal tox-
lcity. The Agency may, however,
permit reasonable variations in the
placement of the statement of practi-
cal treatment {s some reference such
as “See statement of practical treat-
ment on back panel” appears on the
{front panel near the word ‘“Poison”
and the skull and crossbones.

(B) Other toxicily categories. The
statement of practical treatment is not
required on the front panel except as
described in paragraph (h)(1){iii)(A) of
this section. The applicant may, how-
ever, include such a front panel state-
ment at his option. Statements of
practical treatment are, however, re-
quired elsewhere on the label i{n
accord with paragraph (hX2) of this
section if they do not appear on the
front panel.

(iv) Placement and prominence. All
the require front panel warning state-
ments shall be grouped together on
the label, and shall appear with suffi-
cient prominence relative to other
front panel text and graphic material
to make them unlikely to be over-
looked under customary conditions of
purchase and use. The following table
shows the minimum type size require-

40 CFR Ch. | (7-1-89 Edition)

ments for the front panel warin;
statements on various sizes of labels:

Points
R o

Size of label front panal n square equirsed "
inches signal f'(r:‘: ol
word, ail Ch ot

capitals Childran"

—

S AN UNGer .., 8

§
ABOVE 510 10, 10 §
Above 1010 15 .. 12 3
ADOVE 1510 30 e 14 106
Over 30, 18 12

(2) Other required warnings and pre.
cautionary statements. The warnings
and precautionary statements as re.
quired below shall appear together on
the label under the general heading
“Precautionary Statements” and
under appropriate subheadings of
“Hazard to Humans and Domestic Anj-
mals,” “Environmental Hazard” and
“Physical or Chemical Hazard.”

(1) Hazard to humans and domestic
animals. (A) Where a hazard exists to
humans or domestic animals, precau-
tionary statements are required indi-
ceting the particular hazard, the
route(s) of exposure and the precau-
tions to be taken to avoid accident,
injury or damage. The precautionary
paragraph shall be immediately pre-
ceded by the appropriate hazard signal
word. _

(B) The following table depicts typi-
cal precautionary statements. These
statements must be modified or ex-
panded to reflect specific hazards.

Toxics : Precautionary statements by toxicity category

category : Oral, inhalation, or dermal toxicity

Skin and eye iocal eMects

OO Fatal (poisoncus) if swallowed [inhaled or absorbed | Comosive, causes eye and skin damage (or skin

qQuired. 1.

through skin). Do not breaths vapor [dust or spray imtation). Do not get in eyes, on skin, or on
mistl. Do not get in eyes, on skin, or on clothing tlothing. Wear goggles or face shisid and rubber
[Fm panel statement of practical treatment re- |  gioves when handling. MHarmiul or faial # swallowed.

[Appropriate first aid statement required.]

| DO i May be fatal i swallowed [inhaied or absorbed | Causes eye [and skin] iitation. Do not get in eyes,

through the skinl. Do not breathe vapors [dust or on skin, or on clothing. Harmful if swallowed. [Ap-
spray mist]l. Do not get in eyes, on skin, or on propriate first aid statement required.]
clothing. [Appropriate first aid statements required.].

] RO Harmfui i swallowed [inhaled or absorbed through the | Avoid comtact with skin, eyes or ciothing. In case of

priate first aid statement required.].

L S [(No precautionary statements required.l..............co.coooui.

skin). Avoid bresthing vapors {dust or spray mist]. contact immediately flush eyes or skin with pianty of
Avoid contact with skin [eyes or ciothingl. [Appro- water. Gal medical aftention i ritaton persists.

"[No precautionary statements required.)
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y Environmental hazards. Where a
® d exists to non target organisms
hazd | 1¢ humans and domestic ani.
exclu precautionary statements are re-
mé}lsgd stating the nature of the
QU3 and the appropriate precau.
hezdre  avold potential accident,
Fio.;‘:sy or damage. Examples of the
u:,,‘ud statements and the circum.
:mnces under which they are required

fo(lf:)wu a pesticide intended for out.
door use contains an active ingredient
with 8 mammalian acute oral 1.D,, of
100 or less, the statement “This Pesti-
cide is Toxic to Wildlife” is required.

(B) If a pesticide intended for out.
door use contains an active ingredient
with a fish acute LC,, of 1 ppm or less,
the statement “This Pesticide is Toxic
to Fish” is required.

(C) If a pesticide intended for out-
door use contains an active ingredient
with an avian acute oral LD., of 100
mg/kg or less, or a subacute dietary

§ 156.10

LCy of 500 ppm or less, the statement
"“This Pesticide is Toxic to Wildlife"” is
required.

(D) If either accident history or tield
studies demonstrate that use of the
pesticide may result in fatality to
birds, fish or Imammals, the statement
“This pesticide is extremely toxic to
wildlife (fish)” s required,

(E) For uses involving foliar applica-
tion to agricultural crops, forests, or
shade trees, or for mosquito abate-
ment treatments, pesticides toxic to
pollinating insects must bear appropri-
ate label cautions. '

(F) For all outdoor uses other than
aquatic applications the label must
bear the caution “Keep out of lakes,
ponds or streams. Do not contaminate
water by cleaning of equipment or dis-
posal of wastes,"

(iii) Physical or chemical hazards,
Warning statements on the flammabil-
ity or explosive characteristics of the
pesticide are required as follows:

Flash point ’

Required text

(A} PRESSURIZED CONTAINERS

Flash point at or below 20° F. if there is a flashback at l Extremely flammable. Contents under pressure. Keep away from

any vaive opening.

fire, sparks, and heated surfaces. Do not puncture or incinerate
container. Exposure 10 temperatures above 130° F may cause

bursting.

Fiash point above 22° F and not over 80* F or if the | Flammable. Contents under pressure. Keep away from heat,

flame exiension is more than 18 in long at a distance
of 6 in from the flame.
All other pressunzed CONLAINGTS .........ooorvvmanrnr .

sparks, and open flame. Do not puncturs or incinerate container.
Exposure 10 temperatures above 130° £ may cause bursting.
.t Contents under pressure. Do not use or sicre near heat or open
flame. Do not puncture or incinerate container. Exposure to
tamperatures above 130 F may Cause bursting.

{B) NONPRESSURIZED CONTAINERS

.................. Extremely flammabie. Keap away from firs, sparks, and heated

Atorbelow20* F. ... ...
surfaces.

Above 20° F and not-over 80" F................ Flammable. Keep away from heat and open fiame.

Above B0 F and notover 150" F ... Donoluuorstor-muhutoroponﬂm.

(1) Directions for Use—(1) General
requirements—(i) Adequacy and clar-
ity of directions. Directions for use
must be stated in terms which can be
easily read and understood by the av-
€rage person likely to use or to super-
vise the use of the pesticide. When fol-
lowed, directions must be adequate to
brotect the public from fraud and

from personal injury and to prevent

unreasonable adverse effects on the
environment.

(i) Placement of directions Jor use,
Directions may appear on any portion
of the label provided that they are
conspicuous enough to be easily read
by the user of the pesticide product.
Directions for use may appear on
printed or graphic matter which ac-
companies the pesticide provided that:

(A) If required by the Agency, such
printed or graphic matter is securely
attached to each package of the pesti-
cide, or placed within the outside

wrapper or bag:
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(B) The label bears a reference to
the directions for use in accompanying
leaflets or circulars, such as ‘‘See di-
rections in the enclosed circular:” and

{(C) The Administrator determines
that it is not necessary for such direc-
tions to appear on the label,

(iii) Ezceptions to requirement for
direction for use—(A) Detailed direc-
tions for use may be omitted from la-
beling of pesticides which are intended
for use only by manufacturers of prod-
ucts other than pesticide products in
their regular manufacturing processes,
provided that:

(1) The label clearly shows that the
product is intended for use only in
manufacturing processes and specifies
the type(s) of products involved.

(2) Adequate Information such as
technical data sheets or bulletins, is
available to the trade specifying the
type of product involved and its
proper use in manufacturing process-
es,

(3) The product will not come into
the hands of the general public except
after incorporation into finished prod-
ucts; and

(4) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

(B) Detailed directions for use may
be omitted from the labeling of pesti-
cide products for which sale is limited
to physicians, veterinarians, or drug-
gists, provided that:

(1) The label clearly states that the
product is for use only by physicians
or veterinarians;

(2) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment; and

{3) The product is alsec a drug and
regulated under the provisions of the
Federal Food, Drug and Cosmetic Act.

(C) Detailed directions for use may
be omitted from the labeling of pesti-
cide products which are intended for
use only by formulators in preparing
pesticides for sale to the public, pro-
vided that:

(1) There is information readily
available to the formulators on the
composition, toxicity, methods of use,
applicable restrictions or limitations,
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and effectiveness of the product for
pesticide purposes;

{2) The label clearly states that the
product is intended for use only in
manufacturing, formulating, mixing,
or repacking for use as a pesticide and
specifies the type(s) of pesticide prod-
ucts involved;

(3) The product as finally manufac-
tured, formulated, mixed, or repack-
aged is registered; and

(4d) The Administrator determines
that such directions are not necessary
to prevent unreasonable adverse ef-
fects on man or the environment.

{2) Contents of Directions for Use.
The directions for use shall include
the following, under the headings “Di-
rections for Use':

(i) The statement of use classifica-
tion as prescribed in paragraph (j) of
this section immediately under the
heading “Directions for Use.”

({i) Immediately below the state-
ment of use classification, the state-
ment “It is & viclation of Federal law
to use this product in a manner incon-
sistent with its labeling.”

(iii) The site(s) of application, as for
example the crops, animals, areas, or
objects to be treated.

(iv) The target pest(s) associated
with each site.

(v) The dosage rate associated with
each site and pest.

(vi) The method of application, in-
cluding instructions for dilution, if re-
quired, and type(s) of application ap-
paratus or equipment required.

{vil) The frequency and timing of ap-
plications necessary to obtain effective
results without causing unreasonable
adverse effects on the environment.

(viii) Specific limitations on reentry
to areas where the pesticide has been
applied, meeting the requirements
concerning reentry provided by 40
CFR Part 170.

(ix) Specific directions concerning
the storage and disposal of the pesti-
clde and its container, meeting the re-
quirements of 40 CFR Part 185. These
instructions shall be grouped and
appear under the heading “Storage
and Disposal.” This heading must be

- set in type of the same minimum sizes

as required for the child hazard warn-
ing. (See Table in § 162.10¢h)(1Xiv))
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(x) Any limitations or restrictions on
yse required to prevent unreasonable
adverse effects, such as:

(A) Required intervals between ap-

lication and harvest of food or feed

cr(ogf'notational crop restrictions.

(C) Warnings as reguired against use
on certain crops, a.mr_nals. objects, or
in or adjacent to certain areas.

(D) [Reserved] ‘

(E) For restricted use pesticides, a
statement that the pesticide may be
applied under the direct supervision of
a certified applicator who is not phys-
ically present at the site of application
put nonetheless available to the
person applying the pesticide, unless
the Agency has determined that the
pesticide may only be applied under
the direct supervision of a certified ap-
plicator who is physically present.

(f" Other pertinent information
which the Administrator determines
to be necessary for the protection of
man and the environment.

(j) Statement of Use Classification.
By October 22, 1976, all pesticide prod-
ucts must bear on their labels a state-
ment of use classification as described
in paragraphs (j) (1) and (2) of this
section. Any pesticide product for
which some uses are classified for gen-
eral use and others for restricted use
shall be separately labeled according
to the labeling standards set forth in
this subsection, and shall be marketed
as separate products with different
registration numbers, one bearing di-
rections only for general use(s) and
the other bearing directions for re-
stricted use(s) except that, if a product
has both restricted use(s) and general
use(s), both of these uses may appear
on a product labeled for restricted use.

Such products shall be subject to the
provisions of paragraph (jX}2) of this
section.

(1) General Use Classification. Pesti-
cide products bearing directions for
use(s) classified general shall be la-
beled with the exact words “General
Classification” immediately below the
heading “Directions for Use.” And ref-
erence to the general classification
that suggests or implies that the gen-
eral utility of the pesticide extends
beyond those purposes and uses con-
tained in the Directions for Use will be
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considered a false or misleading state-
ment under the statutory definitions
of misbranding.

(2) Restricted Use Classification.
Pesticide products bearing direction
for use(s) classified restricted shall
bear statements of restricted use clas-
sification on the front panel as de-
scribed below:

(1) Front panel statement of restrict-
ed use classification. (A) At the top of
the front panel of the label, set in type
of the same minimum sizes as required
for human hazard signal words (see
table in paragraph (h)1Xiv) of this
section), and appearing with sufficient
prominence relative to other text and
graphic material on the front panel to
make it unlikely to be overiooked
under customary conditions of pur-
chase and use, the statement “Re-
stricted Use Pesticide” shall appear.

(B) Directly below this statement on
the front panel, a summary statement
of the terms of restriction imposed as
a precondition to registration shall
appear. If use is restricted to certified
applicators, the following statement is
required: ‘“For retail sale to and use
only by Certified Applicators or per-
sons under their direct supervision and
only for those uses covered by the Cer-
tified Applicator’'s certification.” If,
however, other regulatory restrictions
are imposed, the Administrator will
define the appropriate wording f{or the
terms of restriction by regulation.

[40 FR 28268, July 3, 1975; 40 FR 32329,
Aug. 1, 1975; 40 FR 36571, Aug. 21, 1975, as
amended at 43 FR 5786, Feb. 9, 1978. Redes-
ignated and amended at 53 FR 15991, 15999,
May 4, 1988)

PART 157—PACKAGING REQUIRE-
MENTS FOR PESTICIDES AND DE-
VICES

Subpart A-—{Reserved]

Subpart B—Child-Resistant Packaging

Sec.

157.20
157.21
157.22
157.24

General.

Definitions.

When required.

Exemptions.

157.27 Unit packaging.

157.30 Voluntary use of child-resistant
packaging.

157.32 Standards. -

oo







ATTACHMENT D

EPA GROUPING OF END-USE PRODUCTS FOR MEETING
ACUTE TOXICOLOGY DATA REQUIREMENTS
FOR REREGISTRATION



b United States Environmental Protection Agency Form Approved
) Washington, D.C. 20460 OMB No. 2070-0107
g REQUIREMENTS STATUS AND REGISTRANTS RESPONSE Approval Expires 12-31-92
INSTRUCTIONS: Pleasc type or print in ink. Please read carefully the attached instructions and supply the information requested on this form. Use additional sheet(s) if
necessary.
1. Company name and Address 2. Case # and Name 0031 Sulfur 3. Date and Type of DCI
Chemical # and Name PRODUCT SPECIFIC
077501  Sultur ID¥
EPA Reg. No. 4-62
4. Guideline 5. Study = | Progress 6. Use 7. Test 8. Time 9. Registrant
Requirement Tide S| Repons | Patern Substance Frame Response
Number m — [ 5 3 (e
S EIELE
63-14 Oxidizing/Reducing Action ALL EP 8 mos.
63-15 Flammabllity ALL EP 8 mos.
63-16 Explodablitity ALL EP 8 mos.
63-17 Storage stablility ALL EP 8 mos.
63-18 Viscoslity ALL EP 8 mos.
63-19 Miscibllity ALL EP 8 mos.
63-20 Corrosion characteristics ALL EP 8 mos.
63-21 Dlelectric breakdown voltage ALL EP 8 mos.
Bt1-1 Acute oral toxlcity ALL EP 8 mos.
81-2 Acute dermal toxicity ALL EP 8 mos.
81-3 Acute Inhal. toxicity ALL EP 8 mos.
81-4 Primary eye irritation ALL EP 8 mos.
81-5 Primary dermal Irritation ALL EP 8 mos.
81-6 Dermal sensitization ALL EP 8 mos.
Initial to indicate certification as fo information on this page Date
{full text of certification is on page one)

A
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EPA

United States Environmental Protection Agency
Washington, D.C. 20460

REQUIREMENTS STATUS AND REGISTRANTS RESPONSE

Form Approved
OMB No. 2070-0107
Approval Expires 12-31-92

INSTRUCTIONS: Please type or print in ink. Please read carcfully the attached instructions and supply the information requested on this form. Use additional sheet(s) if

I certily that the statements that I have made on this form and all attachments therelo are Lrue, accurate, and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

under applicable law,

Signature and Title of Company’s Authorized Representative

necessary.
1. Company name and Address 2. Casc # and Name 0031 Sulfur 3. Date and Type of DCI
. Chemical # and Name PRODUCT SPECIFIC
077501  Sulfur ID#
EPA Reg. No, 4-62
4. Guideline 5. Study Tite = | Progress 6. Use 7. Test 8. Time 9. Registrant
Roquirement m Reports Pauemn Substance Frame Response
Number 22 o Ll
cl5 3|3
61-1 Product Identity AlLL EP 8 mos.
61-2(a) Beglin. mat. & mig. proc. ALL EP 8 mos.
61-2(b) Discussion of Impurhies ALL EP 8 mos.
62-1 Preliminary analysis ALL EP 8 mos.
62-2 Certiflcation of limits ALL EP 8 mos.
62-3 Anatytical method ALL EP 8 mos.
63-2 Color ALL EP 8 mos.
63-3 Physical state ALL EP 8 mos.
63-4 Cdor ALL EP 8 mos.
63-5 Melting point ALL EP 8 mos.
63-6 Bolling point ALL EP 8 mos.
63-7 Density, bulk density or sp. gr. ALL EP 8 mos.
63-8 Solubllity ALL EP 8 mos.
63-9 Vapor pressure ALL EP 8 mos.
63-10 Dissoclation constant ALL EP 8 mos.
653-11 Cct/Water partition coef. ALL EP 8 mos.
63-12 pH ALL EP 8 mos.
63-13 Stability ALL EP 8 mos.
10. Certification 11. Date

12. Name of Company Contact

13. Phone Number




another registrant's study, I understand that this opticn
is available only for acute toxicity or certain efficacy
data and only if the cited study was conducted on my
Product, an identical product or a product which EPA has
"grouped" with one or more other products for purpcses
of depending on the same data. I may also choose this
option if I am citing my own data. In either case, I
will provide the MRID or Accessien number(s) for the
cited data on a "Product Specific Dataz Report" form or
in a similar format. If I cite another registrant's
data, I will submit a completed *Certification With
Respect To Data Compensation Requirements" form.

I request a waiver for this study because it is
inappropriate for my product (Waiver Request). I am
attaching a complete justification for this request,
including technical reasons, data and references to
relevant EPA regulations, guidelines or policies. [Note:
any supplemental data must be submitted in the format
required by P.R. Notice 86-5]. I understand that this
is my only opportunity to state the reasons or provide
information in support of my request. If the Agency
approves my waiver request, I will not be required to
supply the data pursuant to Section 3(c)(2) (B) of FIFRA.
If the Agency denies my waiver request, I must choose a
method of meeting the data requirements of this Notice
by the due date stated by this Notice. In this case, I
must, within 30 days of my receipt of the Agency's
written decision, submit a revised "Requirements Status
and Registrant's Response" Form indicating the option
chosen. I also understand that the deadline for
submission of data as specified by the original data
call-in notice will not change.

Items 10-13., Self-explanatory.

NOTE:

You may provide additional information that does not fit
on this form in a signed letter that accompanies this
form. For example, you may wish to report that your
product has already been transferred to another company
or that you have already voluntarily cancelled this
product. For these cases, please supply all relevant
details so that EPA can ensure that its records are
correct.



data and only if EPA indicates in an attachment to this
Notice that my product is similar enocugh to ancther
product to qualify for this option. I certify that
another party in the agreement is committing to submit
or provide the required data; if the required study is
nct subpitted on time, my product may be subject to
suspension.

I have made offers to share in the cost to develop data
(Offers to Cost BShare). I understand that this option
is available only for acute toxicity or certain efficacy
data and omly if EPA indicates in an attachment to this
Data Call-In Notice that my product is similar enough to
another product to qualify feor this option. I an
submitting evidence that I have made an offer to another
registrant (who has an obligation to submit data) to
share in the cost of that data. I am also submitting a
completed "Certification of Offer to Cost Share in the
Develcpment Data" form. I am including a copy of my
offer and proof of the other registrant's receipt of that
offer. I am identifying the party which is committing
to submit or provide the required data; if the required
study is not submitted on time, my product may be subject
to suspension. I understand that other terms under
Cption 3 in the Data Call-In Notice (Section III-C.1l.)
apply as well.

By the specified due date, I will submit an existing
study that has not been submitted previously to the
Agency by anyone (Submitting an Existing 8tudy). 1
certify that this study will meet all the requirements
for submittal of existing data ocutlined in Option 4 in
the Data Call-In Notice (Section III-C.1l.) and will meet
the attached acceptance criteria (for acute toxicity and
product chemistry data). I will attach the needed
supporting information along with this response. I also
certify that I have determined that this study will £ill
the data requirement for which I have indicated this
choice.

By the specified due date, I will submit or cite data to
upgrade a study classified by the Agency as partially
acceptable and upgradable (Upgrading a sStudy). I will
submit evidence of the Agency's review indicating. that
the study may be upgraded and what information is
required to do so. I will provide the MRID or Accession
number of the study at the due date. I understand that
the conditions for this option ocutlined Option 5 in the
Data Call-In Notice (Section III-C.l.) apply.

By the specified due date, I will cite an existing study
that the Agency has classified as acceptable or an
existing study that has been submitted but not reviewed
by the Agency (Citing an Existing S8tudy). If I am citing



INSTRUCTIONS FOR COMPLETING THE "REQUIREMENTS STATUS  AND
REGISTRANT'S RESPONSE" FORM FOR PRODUCT SPECIFIC DATA

Item 1-3

Item

Item

Item

Item

Item

Item

Completed by EPA. Note the unigque identifier pumber
assigned by EPA in Item 3. This number must be used in
the transmittal document for any data submissions in

response to this Data cCall-In Notice.

The guideline reference numbers of studies required to
support the product's c¢ontinued registration are
identified. These guldellnes, in addition to the
requirements specified in the Notice, govern the conduct
of the required studies. Note that series 61 and 62 in
product chemistry are now listed under 40 CFR 158.155
through 158.180, Subpart C.

The study title associated with the gquideline reference
number is identified.

The use pattern(s) of the pesticide associated with the
product specific requirements is (are) identified. For
most preduct specific data requlrements all use patterns
are covered by the data requirements. In the case of
efficacy data, the required studies only pertain to
products which have the use sites and/or pests indicated.

The substance to be tested is identified by EPA. For
product specific data, the product as formulated for sale
and distribution is the test substance, except in rare
cases.

The due date for submission of each study is identified.
It is normally based on 8 months after issuance of the
Reregistration Eligibility Document unless EPA determines
that a longer time period is necessary.

Enter only one of the following response codes for each
data requirement to show how you intend to comply with
the data requirements listed in this table. Fuller
descriptions of each option are contained in the Data
Call-In Notice.

I will generate and submit data by the specified due date
(Developing Data). By indicating that I have chosen this
cption, I certify that I will comply with all the
requirements pertaining to the conditions for submittal
of this study as outlined in the Data Call-In Notice.

I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing). I
am submitting a copy of this agreement and a completed
nCertification With Respect To Data Compensation
Requirements" form. I understand that this option is

- available only for acute toxicity or certain efficacy



SPECIFIC INSTRUCTIONS FOR COMPLETING
THE REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE FORM

Product Specific Data

This form is designed to be used for registrants to respond
to call-ins for generic and product-specific data as part of
EPA's reregistration program under the Federal Insecticide
Fungicide and Rodenticide Act. Although the form is the same for
both product specific and generic data, instructions for
completing the forms differ slightly. Specifically, options for
satisfying product specific data requirements do not include (1)
deletion of uses or (2) request for a low volume/minor use
waiver. These instructions are for completion of product
specific data requirements.

EPA has developed this form individually for each data call-
in addressed to each registrant, and has preprinted this form
with a number of items. DO NOT use this form for any other
active ingredient.

Items 1 through 8 (inclusive) will have been preprinted on
the form. You must complete all other items on this form by
typing or printing legibly.

Public reporting burden for this collection of information
is estimated to average 30 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070~0107, Washington, D.C. 20503.



ATTACHMENT C

REQUIREMENTS STATUS AND REGISTRANTS RESPONSE FORM



United States Environmental Protection Agency Form Approved

\__/ m 1 > Washington, D.C. 20460 OMB No. 2070-0107
g DATA CALL-IN RESPONSE Approval Expires 12-31-92

INSTRUCTIONS: Please lype or print in ink. Please read carefully the attached instructions and supply the information requested on this form. Use additional sheet(s) if
necessary.

I. Company name and Address 2. Case # and Name 3. Date and Type of DC}
0031 Sulfur PRODUCT SPECIFIC
Chemical # and Name 077501
Sulfur
4. EPA Product 5. {wishto 6. Genceric Data 7. Product Specific Data
Registration cancel this pro- - . ; X - -
Numbers duct registeation 6a. 1 am claiming a Generic | 6b. I agree to satisfy Generic | 7a. My product is a MUP and I 7b. My product is an EUP and I
voluntary. Data Exemption because I | Daia requirements as indicated | agree to satisfy the MUP agree to satisfy the EUP
abtain the active ingredient | o the auached form entitled requiremenits on the attached requirements on the attached
from the source EPA "Requirements Status and form entitled "Requirements form entiled "Requirements
_Mw_w_w:m:o: numbers listed Registranis’ Response.” | Status and Registrants' Status and Registrants’
) Response.” Response.”
N.A. N.A.
8. Certification 9. Date

1 certify that the statements that I have made on this form and all attachments thereto are true, accurate, and complele.
I acknowledge that any knowingly false or misleading slatement may be punishable by fine or imprisonment or both
under applicable law.

Signature and Title of Company’s Authorized Representative

10. Name of Company Contact 11. Phone Number




INSTRUCTIONS FOR CCOMPLETING THE "DATA CALL-IN RESPCONSE" FORM FOR
PRODUCT SPECIFIC DATA

ITtem 1-4.

Item 5.

Item 6.

Item 7a.

Item 7b.

Already completed by EPA.

If you wish to voluntarily cancel your product, answer
"vyes." If you choose this option, you will not have to
provide the data required by the Data Call-In Notice and
you will not have to complete any other forms. Further
sale and distribution of your product after the effective
date of cancellation must be in accordance with the
Existing Stocks provision of the Data Call-In Notice
(Section IV~C). '

Not applicable since this form calls in product specific
data only. However, if your product is identical to
another product and you qualify for a data exemption, you
must respend with "yes" to Item 7a (MUP) or 7B (EUP) on
this form, provide the EPA registration numbers of your
source(s) and complete and submit the %"Generiec Data
Exemption" form; you would not complete the "Requirements
Status and Registrant's Response" form. Examples of such
products include repackaged products and Bpecial Local
Needs (Section 24c) products which are identical teo
federally registered products.

For each manufacturing use product (MUP) for which you
wish to maintain registration, you must agree to satisfy
the data requirements by responding "yes."

For each end use product (EUP) for which you wish to
maintain registration, you must agree to satisfy the data
requirements by responding "yes." If you are requesting
a data waiver, answer "yes" here; in addition, on the
"Requirements Status and Registrant's Response" form
under Item 9, you must respond with Option 7 (Waiver
Request) for each study for which you are requesting a
waiver. See Item 6 with regard to identical products and
data exemptions.

Items 8-11. Self-explanatory.

NOTE:

You may provide additional information that does not fit
on this form in a signed letter that accompanies this
form. For example, you may wish to report that your
product has already been transferred to another company
or that you have already voluntarily cancelled this
product. For these cases, please supply all relevant
details so that EPA can ensure that its records are
correct.,

S
¥

5.0



SPECIFIC INSTRUCTIONS FOR COMPLETING
THE DATA CALL-IN RESPONSE FORM

Product Specifiec Data

This form is designed to be used to respond to call-ins for
generic and product specific data for the purpose of
reregistering pesticides under the Federal Insecticide Fungicide
and Rodenticide Act. Fill out this form each time you are
responding to a data call-in for which EPA has sent you the form
entitled "Requirements Status and Registrant's Response."

Items 1-4 will have been preprinted on the form. Items 5
through 7 must be completed by the registrant as appropriate.
ITtems 8 through 11 must be completed by the registrant before
submitting a response to the Agency.

Public reporting burden for this collection of information
is estimated to average 15 minutes per response, including time
for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and
reviewing the collection of information. Send comments regarding
the burden estimate or any other aspect of this collection of
information, including suggesting for reducing this burden, to
Chief, Information Policy Branch, PM-223, U.S. Environmental
Protection Agency, 401 M St., S.W., Washington, D.C. 20460; and
to the Office of Management and Budget, Paperwork Reduction
Project 2070-0107, Washington, D.C. 20503.



ATTACHMENT B

PRODUCT-SPECTFIC DATA CALL-IN RESPONSE FORM



ATTACHMENT A
SULFUR: DATA CALL-IN CHEMICAL STATUS SHEET

INTRODUCTION

You have been sent this Data Call-In Notice because you have
products containing sulfur.

This attachment, the Data Call-In Status Sheet, contains an
overview of data reguired by this Notice, and point of contact

for inguiries. This attachment is to be used in conjunction with
(1) the Data Call-In Notice, (2) Attachment B, the Data Calli-In
Response Form, (3} Attachment €, the Requirements Status and

Registrant's Response Form, and (4) Attachment G, the Cost Share

and Data Compensation Forms in replying to this sulfur Data Call=~
In. Instructions and guidance accompany each form.

DATA REQUIRED BY THIS NQOTICE

The additional data requirements needed to complete the
database for sulfur are contained in the Requirements Status and
Registrant's Response, Attachment C.

The Agency has concluded that additional data on sulfur are
needed for specific products. No additional generic data are
required. The required additional data are listed in Attachment
C. These data are needed to complete the reregistration of
sulfur procducts.

INQUIRIES AND RESPONSES TC THIS NOTICE

If you have any questions regarding the generic database for
sulfur, please call Eric Feris through the Federal Information
Relay Service at 1-800-877-8339. When the operator answers, have
him call Mr. Feris at (703) 308-8048.

If you have any gquestions regarding the product specific
data requirements and procedures established by this Notice,
please contact Carl Grable, (703) 557-1900.

All responses to this Notice for the Product Specific data
regquirements should be submitted to:

Carl Grabhle, PM Team 21
Fungicide/Herbicide Branch
Registration Division (H7505C)
Office of Pesticide Programs

U.S. Environmental Protection Agency
Washington, DC 20460

RE: SULFUR



ATTACHMENT A

DATA CALL-IN CHEMICAL STATUS SHEET



S 21

The Office of Compliance Monitoring (OCM) of the Office of
Pesticides and Toxic Substances (OPTS), EPA, will be monitoring the
data being generated in response to this Notice.

Sincerely yours,

/["‘ ~ f‘n' o ’{-? ﬁ”x{:ﬂ T e
Epwive & "M
Allan S. Abramscn, Acting Director

Special Review and
Reregistration Divisiocn

Attachments

A - Data Call-In Chemical Status Sheet

B - Product-Specific Data Call-In Response Form

C - Reguirements Status and Reqgistrant's Response Form
for the Product Specific Data Call-In

D - EPA Grouping of End-Use Products for Meeting Acute

Toxicology Data Requirements for Reregistration
E - EPA Acceptance Criteria

F - List of Registrants Receiving This Notice
G - Cost Share and Data Compensation Forms for Product

Specific Data, and Product Specific Data Report Form
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Agency granting any additicnal time to sell, distribute, or use
existing stocks beyond a year from the date the 90 day response was
due unless you demonstrate to the Agency that you are in full
compliance with all Agency requirements, including the requirements
of this Notice. For example, if you decide to voluntarily cancel
your registration six months before a 3 year study 1s scheduled to
be submitted, all progress reports and other information necessary
to establish that you have been conducting the study in an
acceptable and good faith manner must have been submitted to the
Agency, before EPA will consider granting an existing stocks
provision.

SECTION V. REGISTRANTS' OBLIGATION TO REPORT POSSIRBLE
UNREASONABLE ADVERSE EFFECTS

Registrants are reminded that FIFRA section 6(a) (2) states that
if at any time after a pesticide is registered a registrant has
additional factual information regarding unreasonable adverse
effects on the environment by the pesticide, the registrant shall
submit the information to the Agency. Registrants must notify the
Agency of any factual information they have, from whatever source,
inecluding but not limited to interim or preliminary results of
studies, regarding unreasocnable adverse effects on man or the
environment. This requirement continues as long as the products
are registered by the Agency.

SECTION VI. INQUIRTES AND RESPONSES TO THIS NOTICE

If you have any questions regarding the requirements and
procedures established by this Notice, call the contact person(s)
listed in Attachment A, the Data Call-In Chemical Status Sheet.

All responses to this Notice {other than voluntary cancellation
requests and generic data exemption claims) must include a
completed Data Call-In Response Form and a completed Regquirements

Status and Regjstrant's Response Form (Attachment B for generic
data and Attachment C for product specific data) and any other

documents required by this Notice, and should be submitted to the
contact person(s) identified in Attachment A. If the voluntary
cancellation or generic data exemption option is chosen, only the

Data Call=-In Response Form need be submitted.
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dose and effect levels to be tested or attained, duration of
test, and, as applicable, Good Laboratory Practices.

2. EPA réquirements regarding the submissicon of protocols,
including the incorporation of any changes required by the
Agency following review.

3. EPA requirements regarding the reporting of data, including
the manner of reporting, the completeness of results, and the
adequacy cf any required supporting (or raw) data, including,
but not limited to, requirements referenced or included in this
Notice or contained in PR 86-5. All studies must be submitted
in the form of a final report; a preliminary report will nct be
considered to fulfill the submission reguirement.

IVv-C EXISTING STQCKS OF SUSPENDED OR CANCELLED PRODUCTS

EPA has statutory authority to permit continued sale,
distribution and use of existing stocks of a pesticide procduct
which has been suspended or cancelled if doing so would be
consistent with the purposes of the Act.

The Agency has determined that such disposition by registrants
of existing stocks for a suspended registration when a secticn
3(c) (2)(B) data request is outstanding would generally not be
consistent with the Act's purposes. Accordingly, the Agency
anticipates granting registrants permission to sell, distribute, or
use existing stocks of suspended product({s) only in exceptional
circumstances. If you believe such disposition of existing stocks
of your product(s) which may be suspended for failure to comply
with this Notice should be permitted, you have the burden of
clearly demonstrating to EPA that granting such permission would be
consistent with the Act. You must also explain why an "existing
stocks" provision is necessary, including a statement of the
quantity of existing stocks and your estimate of the time required
for their sale, distribution, and use. Unless you meet this burden
the Agency will not consider any regquest pertaining to the
continued sale, distribution, or use of your existing stocks after
suspension.

If you request a voluntary cancellation of your product(s) as a
response to this Notice and your product is in full compliance with
all Agency requirements, you will have, under most circumstances,
one year from the date your 90 day response to this Notice is due,
to sell, distribute, or use existing stocks. Normally, the Agency
will allow persons other than the registrant such as independent
distributors, retailers and end users to sell, distribute or use
such existing stocks until the stocks are exhausted. Any sale,
distribution or use of stocks of voluntarily cancelled products
containing an active ingredient for which the Agency has particular
risk concerns will be determined on case-by-case basis.

Requests for voluntary cancellation received after the 90 day
response period required by this Notice will not result in the
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offers, arrangements, or arbitration on the sharing c¢f costs or
the formation of Task Forces, failure toc comply with the terms
of an agreement or arbitration concerning joint data
development or failure to comply with any terms of a data
waiver).

6. Failure to submit supportable certifications as to the
conditions of submitted studies, as required by Section III-C
of this Notice.

7. Withdrawal of an offer to share in the cost of developing
required data.

8. Failure of the registrant to whom you have tendered an offer
to share in the cost of developing data and provided precof of
the registrant's receipt of such coffer or failure of a
registrant on whom you rely for a generic data exemption either
to:

a. inform EPA of intent to develop and submit the data
required by this Notice on a Data Call-In Response Form and a

Regquirements Status and Registrant's Response Form;

b. fulfill the commitment to develop and submit the data as
required by this Notice; or

c. otherwise take appropriate steps to meet the requirements
stated in this Notice,

unless you commit to submit and do submit the required data in
the specified time frame.

9. Failure to take any required or appropriate steps, not
mentioned above, at any time following the issuance of this
Notice.

IV-B. BASIS FOR DETERMINATION THAT SUBMITTED STUDY IS
UNACCEPTABLE

The Agency may determine that a study (even if submitted within
the required time) is unacceptable and constitutes a basis for
issuance of a Notice of Intent to Suspend. The grounds for
suspension include, but are not limited to, failure to meet any of
the following:

1. EPA requirements specified in the Data Call-In Notice or
other documents incorporated by reference (including, as
applicable, EPA Pesticide Assessment Guidelines, Data Reporting
Guidelines, and GeneTox Health Effects Test Guidelines)
regarding the design, conduct, and reporting of required
studies. Such requirements include, but are not limited to,
those relating to test material, test procedures, selection of
species, number of animals, sex and distribution of animals,

S
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2. Product Specific Data

If you request a waiver for product specific data because you
believe it is inappropriate, you must attach a complete
Justification for the request, including technical reasons, data
and references to relevant EPA regulations, guidelines or policies.
(Note: any supplemental data must be submitted in the format
required by PR Notice 86-5). This will be the only opportunity to
state the reasons or provide information in support of your
request. If the Agency approves your waiver request, you will not
be required to supply the data pursuant to section 3(c) (2)(B) of
FIFRA. If the Agency denies your waiver request, you must chcose
an option for meeting the data requirements of this Notice within
30 days of the receipt of the Agency's decision. You must indicate
and subnmit the option chosen on the Requirements Status and
Registrant's Response Form. Product specific data requirements for
product chemistry, acute toxicity and efficacy (where appropriate)
are required for all products and the Agency would grant a waiver
only under extraordinary circumstances. You should also be aware
that submitting a waiver request will not automatically extend the
due date for the study in guestion. Waiver requests submitted
without adequate supporting rationale will be denied and the
criginal due date will remain in force.

IV. CONSEQUENCES OF FATLURE TO COMPLY WITH THIS NOTICE

IV-A NOTICE OF INTENT TQ SUSPEND

The Agency may issue a Notice of Intent to Suspend products
subject to this Notice due to failure by a registrant to comply
with the requirements of this Data Call-In Notice, pursuant to
FIFRA section 3(c)(2)(B). Events which may be the basis for
issuance of a Notice of Intent to Suspend include, but are not
limited to, the following:

l. Failure to respond as required by this Notice within 90
days of your receipt of this Notice.

2. Failure to submit on the required schedule an acceptable
proposed or final protocol when such is required to be
submitted to the Agency for review.

3. Failure to submit on the required schedule an adegquate
progress report on a study as required by this Notice.

4. Failure to submit on the required schedule acceptable
data as required by this Notice.

5. Failure to take a required action or submit adequate
information pertaining to any option chosen to address the data
requirements (e.g., any required action or information
pertaining to submission or citation of existing studies or
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parameters in item 2 above), indirect production costs
of product(s) containing the active ingredient
(following the parameters in item 3 above), and costs of

data development pertaining to the active ingredient.

(viii). A description of the importance and unigque benefits of
the active ingredient to users. Discuss the use patterns
and the effectiveness of the active ingredient relative
to registered alternative chemicals and non-chemical
control strategies. Focus on benefits unique to the
active ingredient, providing information that is as
gquantitative as possible. If you do not have
gquantitative data upon which to base your estimates, then
present the reasoning used to derive your estimates. To
assist the Agency in determining the degree of importance
of the active ingredient in terms of its benefits, you
should provide information on any of the following
factors, as applicable to your procduct(s): (a)
documentation of the usefulness of the active ingredient
in Integrated Pest Management, (b) description of the
beneficial impacts on the environment of use of the
active ingredient, as opposed to its registered
alternatives, (c¢) information on the breakdown of the
active ingredient after use and on its persistence in
the environment, and (d) description »f its usefulness
against a pest(s) of public health significance.

Failure to submit sufficient information for the Agency to make
a determination regarding a request for a low volume/minor use
waiver will result in denial of the request for a waiver.

b. Reguest for Waiver of Data -- Option 9 on the Reguirements
Status and Registrant's Response Form. This option may be used if

you believe that a particular data requirement should not apply
because the corresponding use is no longer registered or the
requirement is inappropriate. You must submit a ratiocnale
explaining why you believe the data requirements should not apply.
You must also submit the current label(s) of your product(s) and,
if a current copy of your Confidential Statement of Formula is not
already on file you must submit a current copy.

You will be informed of the Agency's decision in writing. If
the Agency determines that the data requirements of this Notice do
not apply to your product(s), you will not be required to supply
the data pursuant to section 3(c)(2)(B). If EPA determines that

the data are required for your product(s), you must choose a method

of meeting the requirements of this Notice within the time frame
provided by this Notice. Within 30 days of your receipt of the

Agency's written decision, you must submit a revised Requirements
Status and Registrant's Response Form indicating the option chosen.
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registrant receiving a low volume minor use waiver must remain
within the sales figures in their forecast supporting the waiver
request in order to remain gualified for such waiver. If granted a
waiver, a registrant will be required, as a condition of the
waiver, to submit annual sales reports. The Agency will respond to
requests for waivers in writing.

To apply for a low volume, minor use waiver, you must submit
the following information, as applicable to your product(s), as
part of your 90-day response to this Notice:

(i) . Total company sales (pounds and dollars) of all
registered product(s) containing the active ingredient.
If applicable to the active ingredient, include foreign
sales for those products that are not registered in this
country but are applied to sugar (cane or beet), coffee,
bananas, cocoa, and other such crops. Present the above
information by year for each of the past five years.

(ii). Provide an estimate of the sales (pounds and dollars)
of the active ingredient for each major use site.
Present the above information by year for each of the
past five years.

(iii). Total direct production cost of product(s) containing
the active ingredient by year for the past five years.
Include information on raw material cost, direct labor
cost, advertising, sales and marketing, and any other
significant costs listed separately.

(iv) . Total indirect production cost (e.g. plant overhead,
amortized plant and equipment) charged to product(s)
containing the active ingredient by year for the past
five years. Exclude all non-recurring costs that were
directly related to the active ingredient, such as
costs of initial registration and any data development.

(v). A list of each data requirement for which you seek a
waiver. Indicate the type of waiver sought and the
estimated cost to you (listed separately for each data
requirement and associated test) of conducting the
testing needed to fulfill each of these data
requirements.

(vi). A list of each data requirement for which you are not
seeking any waiver and the estimated cost to you (listed
separately for each data requirement and associated
test) of conducting the testing needed to fulfill each
of these data requirements. '

(vii) . For each of the next ten years, a year-by-year fore-
cast of company sales (pounds and dollars) of the
active ingredient, direct production costs of product(s)
containing the active ingredient (following the
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the same data. If this is the case, data may be generated for Just
one of the products in the group. The registration number of the
product for which data will be submitted must be noted in the
agreement to cost share by the registrant selecting this optien.

Opticn 3, Offer to Share in the Cost of Data Develcpment --
The same requirements for generic data (Section III.C.I., Option 3)
apply to this opticon. This option only applies to acute toxicity
and certain efficacy data as described in option 2 above.

Option 4, Submitting an Existing Study -- The same reguirements
described for generic data (see Section III.C.l., Option 4} apply

to this option for product specific data.

Option 5, Upgrading a Study -- The same requlirements described
for generic data (see Section III.C.1., Option 5) apply to this

.option for product specific data.

Option 6, Citing Existing Studies -- The same requirements
described for generic data (see Section III.C.1l., Option 6) apply

to this option for product specific data.

Registrants who select one of the above 6 options must meet all
of the requirements described in the instructions for cecmpleting
the Data Call-In Response Form and the Reguirements Status and
Registrant's Response Form, and in the generic data requirements
section (III.C.1.), as appropriate.

IIT-D REQUESTS FOR DATA WATVERS

1. Generic Data

There are two types of data waiver responses to this Notice.
The first is a request for a low volume/minor use waiver and the
second is a waiver request based on your belief that the data
requirement(s) are inapplicable and do not apply to your product.

a. Low Volume/Minor Use Waiver ~- Option 8 on the Reguirements
Status and Registrant's Response Form. Section 3(c)(2)(A) of FIFRA
requires EPA to consider the appropriateness of requiring data for
low volume, minor use pesticides. In implementing this provision
EPA considers as low volume pesticides only those active
ingredients whose total production volume for all pesticide
registrants is small. In determining whether to grant a low
volume, minor use waiver the Agency will consider the extent,
pattern and volume of use, the economic incentive to conduct the
testing, the importance of the pesticide, and the exposure and risk
from use of the pesticide. If an active ingredient is used for
both high volume and low volume uses, a low volume exemption will
not be approved. If all uses of an active ingredient are low
volume and the combined volumes for all uses are also low, then an
exemption may be granted, depending on review of other information
outlined below. An exemption will not be granted if any registrant
of the active ingredient elects to conduct the testing. Any
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classification generally would be a rating of "core." For all
other disciplines the c¢lassification would be "acceptable." With
respect to any studies for which you wish to select this opticn vou
must provide the MRID number of the study you are citing and, if
the study has been reviewed by the Agency, ycu must provide the
Agency's classification of the study.

If you are citing a study of which you are not the original
data submitter, you must submit a completed copy of EPA Form

8570-31, Certification with Respect to Data Compensation
Requirements.

2. Product Specific Data

If you acknowledge on the Data Call-In Response Form that you
agree to satisfy the product specific data requirements (i.e. you
select option 7a or 7b), then you must select one of the six
cptions on the Reguirements Status and Registrant's Response Form
related to data production for each data requirement. Your option
selection should be entered under item number 9, "Registrant
Response." The six options related to data production are the
first six options discussed under item 9 in the instructions for
completing the Requirements Status and Registrant's Response Form.
These six options are listed immediately below with information in
parentheses to guide registrants to additional instructions
provided in this Section. The options are:

(1) I will generate and submit data within the specified
timeframe (Developing Data)

(2) I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing)

(3) I have made offers to cost-share (Offers to Cost Share)

(4) I am submitting an existing study that has not been
submitted previously to the Agency by anyone (Submitting
an Existing Study)

(5) I am submitting or citing data to upgrade a study
classified by EPA as partially acceptable and upgradeable
(Upgrading a Study)

(6) I am citing an existing study that EPA has classified as
acceptable or an existing study that has been submitted
but not reviewed by the Agency (Citing an Existing Study)

Option 1, Developing Data -- The requirements for developing
product specific data are the same as those described for generic
data (see Section III.C.1l, Option 1) except that normally no
protocels or progress reports are required.

Option 2, Agree to Share in Cost to Develcop Data -- If you
enter into an agreement to cost share, the same requirements apply
to product specific data as to generic data (see Section III.C.1,
Option 2). However, registrants may only choose this option for
acute toxicity data and certain efficacy data and only if EPA has
indicated in the attached data tables that your product and at
least one other product are similar for purposes of depending on
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protocol and must indicate, as part of your certification, the
manner in which all Agency comments, concerns, c©r issues were
addressed in the final protocol and study.

If you know of a study pertaining to any requirement in this
Notice which does not meet the criteria cutlined above but dces
contain factual information regarding unreasonable adverse effects,
you must notify the Agency of such a study. If such study is in
the Agency's files, you need only cite it along with the
notification. If not in the Agency's files, you must submit a
summary and copies as required by PR Notice 86-5.

Option 5, Upgrading a Study -- If a study has been classified
as partially acceptable and upgradeable, you may submit data to

upgrade that study. The Agency will review the data submitted and
determine if the requirement is satisfied. If the Agency decides
the requirement is not satisfied, you may still be required to
submit new data normally without any time extension. Deficient,
but upgradeable studies will normally be classified as
supplemental. However, it is important to note that not all
studies classified as supplemental are upgradeable. If you have
guestions regarding the classification of a study or whether a
study may be upgraded, call or write the contact person listed in
Attachment A, If you submit data to upgrade an existing study you
must satisfy or supply information to correct all deficiencies in
the study identified by EPA. You must provide a clearly
articulated rationale of how the deficiencies have been remedied or
corrected and why the study should be rated as acceptable to EPA.
Your submission must also specify the MRID number(s) of the study
which you are attempting to upgrade and must be in conformance with
PR Notice 86-5.

Dc not submit additional data for the purpose of upgrading a
study classified as unacceptable and determined by the Agency as
not capable of being upgraded.

This option should also be used to cite data that has been
previously submitted to upgrade a study, but has not yet been
reviewed by the Agency. You must provide the MRID number of the
data submission as well as the MRID number of the study being
upgraded.

The criteria for submitting an existing study, as specified in
Option 4 above, apply to all data submissions intended to upgrade
studies. Additionally your submission of data intended to upgrade
studies must be accompanied by a certification that you comply with
each of those criteria as well as a certification regarding
protocol compliance with Agency requirements.

Option 6, Citing Existing Studies -- If you'choose to cite a
study that has been previously submitted to EPA, that study must
have been previously classified by EPA as acceptable or it must be
a study which has not yet been reviewed by the Agency. Acceptable
toxicology studies generally will have been classified as “"core-
guideline" or "core minimum.”" For ecclogical effects studies, the




11

a. You must certify at the time that the existing study is
submitted that the raw data and specimens frem the study are
available for audit and review and you must identify where they
are available. This must be done in accordance with

the requirements of the Good Laboratory Practice (GLP)
regulation, 40 CFR Part 160. As stated in 40 CFR 160.3(3)

" '[rlaw data' means any laboratory worksheets, records,
memoranda, notes, or exact copies thereof, that are the result
of original observations and activities of a study and are
necessary for the reconstruction and evaluation of the report
of that study. 1In the event that exact transcripts of raw data
have been prepared (e.g., tapes which have been transcribed
verbatim, dated, and verified accurate by signature), the exact
copy or exact transcript may be substituted for the original
source as raw data. 'Raw data' may include photographs,
microfilm or microfiche copies, computer printouts, magnetic
media, including dictated observations, and recorded data from
automated instruments." The term "specimens", according to 40
CFR 160.3(k), means "any material derived from a test systenm
for examination or analysis."

b. Health and safety studies completed after May 1984 must alsoc
contain all GLP-required gquality assurance and quality control
information, pursuant to the requirements of 40 CFR Part 160.
Registrants must also certify at the time of submitting the
existing study that such GLP information is available for post-
May 1984 studies by including an appropriate statement on or
attached to the study signed by an authorized official or
representative of the registrant.

€. You must certify that each study fulfills the acceptance
criteria for the Guideline relevant to the study provided in
the FIFRA Accelerated Reregistration Phase 3 Technical Guidance
and that the study has been conducted according to the
Pesticide Assessment Guidelines (PAG) or meets the purpose of
the PAG (both available from NTIS). A study not conducted
according to the PAG may be submitted to the Agency for
consideration if the registrant believes that the study clearly
meets the purpose of the PAG. The registrant is referred to 40
CFR 158,70 which states the Agency's policy regarding
acceptable protocols. If you wish to submit the study, you
must, in addition to certifying that the purposes of the PAG
are met by the study, clearly articulate the rationale why you
believe the study meets the purpose of the PAG, including
copies of any supporting information or data. It has been the
Agency's experience that studies completed prior to January
1970 rarely satisfied the purpose of the PAG and that necessary
raw data are usually not available for such studies.

If you submit an existing study, you must certify that the
study meets all requirements of the criteria outlined above.

If EPA has previously reviewed a protoceol for a study ycu are
submitting, you must identify any action taken by the Agency on the
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development/cost sharing program, but the other registrant(s)
developing the data has refused to accept your offer. Toc qualify
for this option, you must submit documentation to the Agency
proving that you have made an offer to another registrant (who has
an obligation to submit data) to share in the burden of developing
that data. You must also submit to the Agency a completed EPA Form
8570-32, Certification of Offer to Cost Share in the Development of
Data, Attachment G. 1In addition, you must demonstrate that the
other registrant to whom the offer was made has not accepted your
offer to enter into a costsharing agreement by including a copy of
your offer and proof of the other registrant's receipt of that
offer (such as a certified mail receipt). Your offer must, in
addition to anything else, offer to share in the burden of
producing the data upon terms to be agreed or failing agreement to
pbe bound by binding arbitration as provided by FIFRA section
3(c)(2)(B) (iii) and must not gqualify this offer. The other
registrant must also inform EPA of its election of an option to
develop and submit the data required by this Notice by submitting a
Data Call-In Response Form and a Reguirements Status and
Registrant's Response Form committing to develop and submit the
data required by this Notice.

In order for you to avoid suspension under this option, you may
not withdraw your ocffer to share in the burdens of developing the
data. 1In addition, the other registrant must fulfill its
commitment to develop and submit the data as required by this
Notice. If the other registrant fails to develop the data or for
some other reason is subject to suspengion, your registration as
well as that of the other registrant will normally be subject to
initiation of suspension proceedings, unless you commit to submit,
and do submit the required data in the specified time frame. In
such cases, the Agency generally will not grant a time extension
for submitting the data.

Option 4, Submitting an Existing Study -- If you choose to

submit an existing study in response to this Notice, you must
determine that the study satisfies the requirements imposed by this
Notice. You may only submit a study that has not been previously
submitted to the Agency or previously cited by anyone. Existing
studies are studies which predate issuance of this Notice. Do not
use this option if you are submitting data to upgrade a study. (See
Option 5).

You should be aware that if the Agency determines that the
study is not acceptable, the Agency will require you to comply with
this Notice, normally without an extension of the required date of
submission. The Agency may determine at any time that a study is
not valid and needs to be repeated.

To meet the requirements of the DCI Notice for submitting an

existing study, all of the following three criteria must be clearly

met:



9

description of any problems encountered since the last progress
report.

The time frames in the Reguirements Status and Registrant's
Response Form are the time frames that the Agency is allowing for

the submission of completed study reports or protocols. The noted
deadlines run from the date of the receipt of this Notice by the
registrant. If the data are not submitted by the deadline, each
registrant is subject to receipt of a Notice of Intent to Suspend
the affected registration(s).

If you cannot submit the data/reports to the Agency in the time
required by this Notice and intend to seek additiocnal time to meet
the requirements(s), you must submit a request to the Agency which
includes: (1) a detailed description of the expected difficulty
and (2) a proposed schedule including alternative dates for meeting
such requirements on a step-by-step basis. You must explain any
technical or laboratory difficulties and provide documentation from
the laboratory performing the testing. While EPA is considering
your request, the original deadline remains. The Agency will
respond to your request in writing. If EPA does not grant your
request, the original deadline remains. Normally, extensions can
be requested only in cases of extraordinary testing problems beyond
the expectation or control of the registrant. Extensions will not
be given in submitting the 90-day responses. Extensions will not
be considered if the request for extension is not made in a timely
fashion; in no event shall an extension request be considered if it
is submitted at or after the lapse of the subject deadline.

Option 2, Agreement to Share in Cost to Develop Data -~ If you

choose to enter into an agreement to share in the cost of producing
the required data but will not be submitting the data yourself, you
must provide the name of the registrant who will be submitting the
data. You must also provide EPA with documentary evidence that an
agreement has been formed. Such evidence may be your letter
offering to jeoin in an agreement and the other registrant's
acceptance of your offer, or a written statement by the parties
that an agreement exists. The agreement to produce the data need
not specify all of the terms of the final arrangement between the
parties or the mechanism to resolve the terms. Section 3(c) (2) (B)
provides that if the parties cannot resolve the terms of the
agreement they may resolve their differences through binding
arbitration.

Option_ 3, Offer to Share in the Cost of Data Development -- If

you have made an offer to pay in an attempt to enter into an
agreement or amend an existing agreement to meet the requirements
of this Notice and have been unsuccessful, you may regquest EPA (by
selecting this option) to exercise its discretion not to suspend
your registration(s), although you do not comply with the data
submission requirements of this Notice. EPA has determined that as
a general policy, absent other relevant considerations, it will not
suspend the registration of a product of a registrant who has in
good faith sought and continues to seek to enter into a joint data
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(1) T will generate and submit data within the specified
timeframe (Developing Data)

{2) I have entered into an agreement with one or more
registrants to develop data jointly (Cost Sharing)

{3) I have made offers to cost~-share (0Offers to Cost Share)

(4) I am submitting an existing study that has not been

submitted previously to the Agency by anyone (Submitting
an Existing Study)

(5) I am submitting or citing data to upgrade a study
classified by EPA as partially acceptable and upgradeable
(Upgrading a Study)

(6) I am citing an existing study that EPA has classified as
acceptakle or an existing study that has been submitted
but not reviewed by the Agency (Citing an Existing Study)

Option_ 1, Developing Data -- If you choose to develop the
required data it must be in conformance with Agency deadlines and

with other Agency requirements as referenced herein and in the
attachments. All data generated and submitted must comply with the
Good Laboratory Practice (GLP) rule (40 CFR Part 160), be conducted
according to the Pesticide Assessment Guidelines (PAG), and be in
conformance with the requirements of PR Notice 86-5. 1In additiocn,
certain studies require Agency approval of test protocols in
advance of study initiation. Those studies for which a protocol
must be submitted have been identified in the Requirements Status
and Registrant's Response Form and/or footnotes to the form. If
you wish to use a protocol which differs from the options discussed
in Section II-C of this Notice, you must submit a detailed
description of the proposed protocol and your reason for wishing to
use it. The Agency may choose to reject a protocol not specified
in Section II-C. If the Agency rejects your protoceol you will be
notified in writing, however, you should be aware that rejection of
a proposed protocol will not be a basis for extending the deadline
for submission of data.

A progress report must be submitted for each study within 90
days from the date you are required to commit to generate or
undertake some other means to address that study requirement, such
as making an offer to cost share or agreeing to share in the cost
of developing that study. A 90-day progress report must be
submitted for all studies. This 90-day progress report must
include the date the study was or will be initiated and, for
studies to be started within 12 months of commitment, the name and
address of the laboratory(ies) or individuals who are or will be
conducting the study.

In addition, if the time frame for submission of a final report
is more than 1 year, interim reports must be submitted at 12 month
intervals from the date you are required to commit to generate or
otherwise address the requirement for the study.

In addition to the other information specified in the preceding
paragraph, at .a minimum, a brief description of current activity on
and the status of the study must be included as well as a full
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a. Voluntary Cancellation - You may avoid the requirements of
this Notice by requesting veoluntary cancellation of your product(s)
containing the active ingredient that is the subject of this
Notice. If you wish to voluntarily cancel ycur product, you must
submit a completed Data Call-In Response Form, indicating your
election of this option. Voluntary cancellation is item number 5
on the Data Call-In Response Form. If you choose this option, this
is the only form that you are required to complete.

If you choose to voluntarily cancel your product, further sale
and distribution of your product after the effective date of
cancellation must be in accordance with the Existing Stocks
provisions of this Notice which are contained in Section IV-C.

b. Satisfying the Product Specific Data Requirements of this

Notice. There are various options available to satisfy the product
specific data requirements of this Notice. These options are
discussed in Section III-C.2. of this Notice and comprise options 1
through 7 on the Requirements Status and Registrant's Response Form
and item numbers 7a and 7b on the Data Call-Tn Response Form. Note
that the options available for addressing product specific data
requirements differ slightly from those options for fulfilling
generic data requirements. Deletion of a use(s) and the low
volume/minor use option are not valid options for fulfilling
product specific data regquirements. It is important to ensure
that you are using the correct forms and instructions when
completing your response to the Reregistration Eligibility
Document.

d. Request for Product Specific Data Waivers. Waivers for
product specific data are discussed in Section III-D.2. of this

Notice and are covered by option 7 on the Regquirements Status and
Registrant's Response Form. If you choose this option, you must
submit both forms as well as any other information/data pertaining
to the option chosen to address the data requirement.

III-C SATISFYING THE DATA REQUIRFEMENTS OF THIS NQOTICE
1. Generic Data

If you acknowledge on the Data Call-In Response Form that you
agree to satisfy the generic data requirements (i.e. you select
item number 6b and/or 7), then you must select one of the six
options on the Requirements Status and Registrant's Response Form
related to data production for each data requirement. Your option
selection should be entered under item number 9, "Registrant
Response." The six options related to data production are the
first six options discussed under item 9 in the instructions for
completing the_Requirements Status and Registrant's Response Form.
These six options are listed immediately below with information in
parentheses to guide registrants to additional instructions
provided in this Section. The options are:
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registrations of both your and their product(s), unless you commit
to submit and do submit the required data within the specified
time. In such cases the Agency generally will not grant a time
extension for submitting the data.

d. Satisfving the Generic Data Requirements of this Notice
There are various options available to satisfy the data
requirements of this Notice. These options are discussed in
Section III-C.1l. of this Notice and comprise options 1 through 6 on
the Reguirements Status and Registrant's Response Form and coption
6b and 7 on the Data Call-In Response Form. If you choose option €b
or 7, you must submit both forms as well as any other
information/data pertaining to the option chosen to address the
data reguirement.

e. Request for Generic Data Waivers. Waivers for generic data
are discussed in Section III-D.1l. of this Notice and are covered by
options 8 and 9 on the Reguirements Status and Registrant's
Response Form. If you choose one of these options, you must submit
both forms as well as any other information/data pertaining to the
option chosen to address the data requirement.

2. Product Specific Data

The options for responding to this Notice for product specific
data are: (a) voluntary cancellation, (b) agree to satisfy the
product specific data requirements imposed by this Notice or (c)
request a data waiver(s).

A discussion of how to respond if you choose the Voluntary
Cancellation option is presented below. A discussion of the
various options available for satisfying the product specific data
requirements of this Notice is contained in Section III-C.2. A
discussion of options relating to requests for data waivers is
contained in Section III-D.Z2.

There are two forms that accompany this Notice of which,
depending upon your response, one or both must be used in your
response t6 the Agency. These forms are the Data-Call-Tn Response

Form, and the Regquirements Status and Registrant's Response Form,
Attachment B (for generic data) and Attachment C (for product

specific data). The Data Call-In Response Form must be submitted as
part of every response to this Notice. 1In addition, one copy of
the Requirements Status and Registrant's Response Form must be
submitted for each product listed on the Data Call-In Response Form
unless the voluntary cancellation option is selected. Please note
that the company's authorized representative is required to sign
the first page of the Data Call-In Response Form and Requirements

Status _and Registrant's Response Form (if this form is required)
and initial any subsequent pages. The forms contain separate

detailed instructions on the response options. Do not alter the
printed material. If you have questions or need assistance in
preparing yocur response, call or write the contact person(s)
identified in Attachment A.
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required for processing the application. Use deletion is option

number 7 on the Requirements Status and Registrant's Response Forn.
You must also complete a Data Call-In Response Form by signing the
certification, item number 8. Application forms for amending

registrations may be obtained from the Registration Support and
Emergency Response Branch, Registration Division, (703) 557-2125.

If you choose to delete the use(s) subject to this Notice or
uses subject to specific data requirements, further sale,
distribution, or use of your product after one year from the due
date of your 90 day response, must bear an amended label.

c. Generic Data Exemption - Under section 3(c) (2) (D) of FIFRA,
an applicant for registration of a product is exempt from the
requirement to submit or cite generic data concerning an active
ingredient if the active ingredient in the product is derived
exclusively from purchased, registered pesticide products
containing the active ingredient. EPA has concluded, as an
exercise of its discretion, that it normally will not suspend the
registration of a product which would qualify and continue to
qualify for the generic data exemptiocn in section 3(c¢) (2) (D) of
FIFRA. To gqualify, all of the following requirements must be met:

(1) . The active ingredient in your registered product must
be present solely because of incorporation of another
registered product which contains the subject active
ingredient and is purchased from a source not connected
with you;

(ii). Every registrant who is the ultimate source of the
active ingredient in your product subject to this DCI
must be in compliance with the requirements of this
Notice and must remain in compliance; and

(iii). You must have provided to EPA an accurate and current
"Confidential Statement of Formula" for each of your
products to which this Notice applies.

To apply for the Generic Data Exemption you must submit a
completed Data Call-In Response Form, Attachment B and all
supporting documentation. The Generic Data Exemption is item
number 6a on the Data Call-In Response Form. If you claim a
generic data exemption you are not required to complete the
Requirements Status and Registrant's Response Form. Generic Data
Exemption cannot be selected as an option for product specific
data.

If you are granted a Generic Data Exemption, you rely on the
efforts of other persons to provide the Agency with the regquired
data. If the registrant(s) who have committed to generate and
submit the required data fail to take appropriate steps to meet the
requirements or are no longer in compliance with this Data Call-In
Notice, the Agency will consider that both they and you are not in
compliance and will normally initiate proceedings to suspend the



ITI-B. OPTIONS FOR RESPONDING TO THE AGENCY

1. Generic Data

The options for responding to this Notice for generic data are:
(a) voluntary cancellation, (b) delete use(s), (c) claim generic
data exemption, (d) agree to satisfy the generic data requirements
imposed by this Notice or (e) reguest a data waiver(s).

A discussion of how to respond if you chose the Voluntary
Cancellation option, the Delete Use(s) option or the Generic Data
Exemption option is presented below. A discussion of the various
cptions available for satisfying the generic data requirements
of this Notice is contained in Section III-C. A discussion of
options relating to requests for data waivers is contained in
Section III-D.

There are two forms that accompany this Notice of which,
depending upon your response, one or both must be used in your
response to the Agency. These forms are the Data-Call-In Response
Form, and the Reguirements Status and Registrant's Response Form,
Attachment B (for generic data) and Attachment C (for product
specific data). The Data Call-In Response Form must be submitted as
part of every response to this Notice. Please ..ote that the
company's authorized representative is required to sign the first
page of the Data Call-In Responge Form and Requirements Status and
Registrant's Response Form (if this form is required) and initial
any subsequent pages. The forms contain separate detailed.
instructions on the response options. Do not alter the printed
material. If you have questions or need assistance in preparing
your response, call or write the contact person(s) identified in
Attachment A.

a. Veoluntary Cancellation - You may avoid the requirements of
this Notice by requesting voluntary cancellation of your product(s)
containing the active ingredient that is the subject of this
Notice. If you wish to voluntarily cancel your product, you must
submit a completed Data Call-In Response Form, indicating your
election of this option. Voluntary cancellation is item number 5
on the Data Call-In Response Form. If you choose this option, this
is the only form that you are required to complete. :

If you chose to voluntarily cancel your product, further sale
and distribution of your product after the effective date of
cancellation must be in accordance with the Existing Stocks
provisions of this Notice which are contained in Section IV-C.

b. Use Deletion - You may avoid the requirements of this
Notice by eliminating the uses of your product to which the
requirements apply. If you wish to amend your registration to
delete uses, you must submit the Reguirements Status and
Registrant's Response Form, a completed application for amendment,
a copy of your proposed amended labeling, and all other information

Lo
)




II-C. TESTING PROTOCCL

All studies required under this Notice must be conducted in
accordance with test standards outlined in the Pesticide Assessment
Guidelines for those studies for which guidelines have been
established.

These EPA Guidelines are available from the National Technical
Information Service (NTIS), Attn: Order Desk, 5285 Port Royal Road,
Springfield, Va 22161 (tel: 703-487-4650).

Protocols approved by the Organization for Ecocnomic
Cooperation and Development (OECD) are also acceptable if the OECD-
recommended test standards conform to those specified in the
Pesticide Data Requirements regulation (40 CFR § 158.70). When
using the OECD protocols, they should be modified as appropriate so
that the data generated by the study will satisfy the regquirements
of 40 CFR § 158. Normally, the Agency will not extend deadlines
for complying with data requirements when the studies were not
conducted in accordance with acceptable standards. The OECD
protocols are available from OECD, 1750 Pennsylvania Avenue N.W.,
Washington, D.C. 20006.

411 new studies and proposed protocols submitted in response
to this Data Call-In Notice must be in accordance with Good
Laboratory Practices [40 CFR Part 160.3(a)(6)].

II-D. REGISTRANTS RECETIVING PREVIQOUS SECTION 3(c) (2) (B) NOTICES
ISSUED BY THE AGENCY

Unless otherwise noted herein, this Data Call-In does not in
any way supersede or change the requirements of any previous Data
Call-In(s), or any other agreements entered into with the Agency
pertaining to such prior Notice. Registrants must comply with the
requirements of all Notices to aveoid issuance of a Notice of Intent
to Suspend their affected products.

SECTION III. COMPLIANCE WITH REQUIREMENTS OF THIS NOTICE
III-A. SCHEDUIE FOR RESPONDING TO THE AGENCY

The appropriate responses initially required by this Notice
for generic and product specific data must be submitted to the
Agency within 90 days after your receipt of this Notice. Failure
to adequately respond to this Notice within 90 days of your receipt
will be a basis for issuing a Notice of Intent to Suspend (NOIS)
affecting your products. This and other bases for issuance of NOIS
due to failure to comply with this Notice are presented in Section
IV-A and IV-B.
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This Notice is divided into six sections and seven
Attachments. The Notice itself contains information and
instructions applicable to all Data Call-In Notices. The
Attachments contain specific chemical information and
instructions. The six sections of the Notice are:

Section I - Why You Are Receiving This Notice
Section II Data Required By This Notice
Section III Compliance With Requirements Of This

Notice

Secticn IV - Consequences Of Failure To Comply With
This Notice

Section V - Registrants' Obligation To Report
Possible Unreascnable Adverse Effects

Section VI - Inguiries And Responses To This Notice

The Attachments to this Notice are:

A - Data Call-In Chemical Status Sheet
B -~ Product-Specific Data Call-In Response Form
C - Requirements Status and Reqistrant's Response Form

for the Product Specific Data Call-In
D - EPA Grouping of End-Use Products for Meeting Acute
Toxicology Data Requirements for Rereqistration

E - EPA Acceptance Criteria
F - List of Reqgistrants Receiving This Notice
G

- Cost Share and Data Compensation Forms

SECTION I. WHY YOU ARE RECEIVING THIS NOTICE

The Agency has reviewed existing data for this active
ingredient and reevaluated the data needed to support continued
registration of the subject active ingredient. This reevaluation
identified additional data necessary to assess the health and
safety of the continued use of products containing this active
ingredient. You have been sent this Notice because you have
product(s) containing the subject active ingredient.

SECTION II. DATA REQUIRED BY THIS NOTICE

IT-A. DATA REQUIRED

The data required by this Notice are specified in Attachment

C, Requirements Status and Registrant's Response Form. Depending
on the results of the studies required in this Notice, additional

testing may be required.

II-B. SCHEDULE FOR SUBMISSTION OF DATA

You are required to submit the data or otherwise satisfy the
data requirements specified in Attachment C, Reguirements Status
and Registrant's Response Form, within the timeframes provided.
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! - UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
L N WASHINGTON, D.C. 20450

DATA CALL-IN NOTICE

APR 1€ 1991
CERTIFIED MAIL

Dear Sir or Madam:

This Notice requires you and other registrants of pesticide
products containing the active ingredient identified in
Attachment A of this Notice, the Data Call~«In Chemical Status
Sheet, to submit certain data as noted herein to the U.S.
Environmental Protection Agency (EPA, the Agency). These data
are necessary to maintain the continued registration of vyour
product(s) containing this active ingredient. Within 90 days
after you receive this Notice you must respond as set forth in
Section III below. Your response must state:

1. how you will comply with the requirements set forth in
this Notice and its Attachments A through G; or

2. why you believe you are exempt from the requirements
listed in this Notice and in Attachment B, (for generic
data) and Attachment C (for product specific data),

Requirements Status and Registrant's Response Form, (see

section III-B); or

3. why you believe EPA should not require your submission
of data in the manner specified by this Notice (see
section III-D).

If you do not respond to this Notice, or if you do not
satisfy EPA that you will comply with its requirements or should
be exempt or excused from doing so, then the registration of your
product(s) subject to this Notice will be subject to suspension.
We have provided a list of all of your products subject to this
Notice in Attachment B (generic) and Attachment C (product
specific), Data Call-In Response Form, as well as a list of all
registrants who were sent this Notice (Attachment F).

The authority for this Notice is section 3(c)(2) (B) of the
Federal Insecticide, Fungicide and Rodenticide Act as amended
(FIFRA), 7 U.S.C. section 136a(c)(2)(B). Collection of this
information is authorized under the Paperwork Reduction Act by
OMB Approval No. 2070~-0107 (expiration date 12-31-92).

iy
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EPA'S BATCHING OF SULFUR END-~USE PRODUCTS FOR MEETING ACUTE
TOXICITY DATA REQUIREMENTS FOR REREGISTRATION (4-15-91).

In an effort to reduce the time, resources and number of
animals needed to fulfill the acute toxicity data requirements for
reregistration of end-use products containing the active ingredient
sulfur, the Agency has batched products which can be considered
similar with respect to acute toxicity. Factors considered in the
sorting process include each product's active and inert ingredients

(identity, percent composition and biological activity), type of
formulation (e.g., emulsifiable ccncentrate, aerosol, wettable
powder, granular, etc.}, and labeling {e.g. signal word, use
classification, precautionary labeling, etc.). Note that the

Agency 1is not describing batched preducts as "substantially
similar" since some products within a batch may not be considered
chemically similar or have identical use patterns.

Batching has been accomplished using the readily available
information described above, and frequently acute toxicity data
on individual end-use products has been found to be incomplete.
Notwithstanding the batching process, the Agency reserves the right
to require, at any time, acute toxicity data for an individual end-
use product should the need arise.

Registrants of end-use products within a batch may choose to
cooperatively generate, submit or cite a single battery of six
acute toxicological studies to represent all the products within
that batch. It is the registrants' option to participate in the
process with all other registrants, only some of the other
registrants, or only their own products within a batch, or to
generate all the required acute toxicological studies for each of
his/her own products. If a registrant chooses to generate the data
for a batch, he/she must use one of the products within the group
as the test material. If a registrant chooses to rely upon
previously submitted acute toxicity data, he/she may do so provided
that the data base is complete and valid by today's standards (see
acceptance criteria attached), the formulation tested is considered
by EPA to be similar with respect to acute toxicity and the formu-
lation has not been significantly altered since submission and
acceptance of the acute toxicology data.

In deciding how to meet the product specific data require-
ments, registrants must follow the directions given in the Data
Call-In Notice and its attachments appended to the RED. The DCI
Notice contains two response forms which are to be completed and
submitted to the Agency within 90 days of receipt. The first form,
"Data Call-In Response," asks whether the registrant will meet the
data requirements for each product. The second form, "Requirements
Status and Registrant's Response," lists the product specific data
required for each product, including the standard six acute toxic-
ity tests. A registrant who wishes to participate in a batch must
decide whether he/she will provide the data or depend on scmeone
else to do so. If a registrant supplies the data to support a
batch of products, he/she must select one of the following opticns:
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Developing Data (Option 1), Submitting an Existing Study (Option
4), Upgrading an Existing Study (Cption 5) or Citing an Existing
Study (Option 6). If a registrant depends con ancther's data, he/she
must chocose among: Cost Sharing (Option 2), Offers to Cost Share
(Option 3} or Citing an Existing Study (Optiocn 6). If a registrant
does not want to participate in a batch, the choices are Options 1,
4, 5 or 6. However, a registrant should know that choosing not to
participate in a batch does not preclude other registrants in the
group from citing his/her studies and offering to cost share
(Option 3) those studies.

The following table shows 18 batches including 167 products
containing the active ingredient sulfur. Note that another 74
products were either considered not to be similar with respect
to acute toxicity, or the Agency lacked sufficient information for
decision making and were not placed into any batch. Registrants of
the products not listed are responsible for meeting the acute
toxicity data requirements for each product.

The Agency is requiring that data submitted to support batch
one or six must include a complete battery of acute toxicity
studies on any product within that particular numerical batch and
a separate eye irritation study for a preoduct within each lettered
sub-batch. For example, if a complete battery of six acute
toxicity studies is submitted on a product in sub-batch 1A, then a
single eye irritation study must also be submitted on any one of
the products in sub-~batch 1B.

Table
Batch % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
1A 239-15 90 Wettable Powder
802-16 90 Wettable Powder
1B 6330-13 40 Dust
6330-14 20 Dust
6330-15 10 Dust
2 279=-242 99.5 Dust
279-1721 98 Dust
506-172 100 Candle
2935~48 98 Dust
2835=-92 97 Wettable Powder
3095=-28 1¢0 Candle
5481-122 98 Dust
5481-167 97 Wettable Powder
5967-65 98 Dust
6325-14 99.9 Manufacturing Use
' Product
9018-8 a8 Dust

10163-77 o8 Dust



Table (Ceontinued)

Batch % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
10163~141 98.5 Dust
10182-142 98 Dust
10182-143 98 Dust
10182-144 87 Wettable Powder
10951-9 98 Dust
11169-9 98 Pust
11656=2 97 Dust
11l656-3 98 Wettable Powder
36476~1 98 Dust
45002-11 98 Dust
45002-12 97 Wettable Powder
49668-1 99.1 Dust
49668-3 99.1 Dust
49832-6 99.9 Manufacturing Use
Product
51036-138 98 Powder
63840-2 95 Wettable Powder
3. 6325-15 53 Flowable
9779-276 52 Liquid
10163-135 52 Liquid
19713-39 52 Flowable
19713-87 65 Flowable
19713-266 52 Liquid
19713-282 65 Liquid
49832-5 53 Liquid
4. 279-42 69 Dust
279-47 81.3 Wettable Powder
279~-126 84 Dust
34704-323 53 Dust
347Q4-325 83 Wettable Powder
34704-428 60 Dust
5. 400-363 52.4 Flowable
769-484 51.2 Flowable
5905=437 52 Liquid
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Table (Continued)

Batch % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
6325-16 70 Licuid
10182-151 51.1 Flowable
22555-2 52 Liquid
22555-6 64 Flcwable
34704-70 52 Flowable
34704-123 67 Liquid
37429-1 53.1 Flowable
42697-17 0.4 Liquid
45002-18 52 Flowable
45115-2 52 Flowable
45115-50 65 Flowable
49668-4 53 Liquid
49832-7 70 Liquid
51036-16 52 Liquid
55146-51 52 Flowable
6A 5905-289 90 Wettable Powder
5905-350 90 Micronized
9779-283 91 Wettable Powder
10107-140 95 Dust
19713-238 90 Wettable Powder
49668=-2 94 Wettable Powder
50383-25 95 Wettable Powder
51036-14 90 Wettable Powder
51036~-137 83.7 Dust
51036-147 93.0 Dust
6B 16-136 a0 Wettable Powder
279=-363 90 Wettable Powder
279=387 92 Wettable Powder
400-222 93 Dust
400-223 93 Wettable Powder
769=161 90 Wettable Powder
769-478 93 Dust
829-163 90 Wettable Powder
869-39 90 Wettable Powder
5905-288 93 Dust
6325-11 95 Dust
6325-13 g0 Wettable Powder
6720-444 90 Wettable Powder
7401-188 S0 Dust
8590-621 92 Wettable Powder
33955-112 92 Wettable Powder
49832-1 92 Wettable Powder
49832-3 90 Wettable Powder

49832-4 90 Wettable Powder

N
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Table {(Continued)

Batch % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
51036-10 80 Wettable Powder
51061~11 90 Wettakble Powder
51036-57 90 Wettable Powder
51036-58 90 Wettable Powder
54401-2 90 Wettable Powder
55429-1 90 Wettable Powder
56644-1 90 Wettable Powder
6C 5481-300 g83.16 Dust
5905-422 S0 Dust
6023-45 80 Pust
11656-53 73.5 Sulfur Dust
0.064 Bt*
45002-10 80 Wettable Powder
54401-1 90 Wettable Powder
6D 279-49 31 Wettable Powder
2935=246 60 Dust
2935-399 25 Sulfur Dust
0.064 Bt*
11169-6 51 Sulfur bust
0.064 Bt*
11656-52 39 Dust
7. 192-49 45 Sulfur Smoke Cartridge
45 Potassium
Nitrate
358-137 34.8 Sulfur Smoke Cartridge
46.2 Potassium
Nitrate
10551-1 34.8 Sulfur Smoke Cartridge
46.2 Sodium
Nitrate
36210-5 34.8 Sulfur Smoke Cartridge
46.2 Potassium
Nitrate
56228-2 10.8 Sulfur Smoke Cartridge
43.4 Sodium :
Nitrate
8. 279-1392 42 Sulfur Dust
3.3 Endosulfan

Bt* = Bacillus thuringiensis



Table (Continued)
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Batch % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
279=-1618 50 Sulfur Dust
3 Endecsulfan
279-2522 50 Sulfur Dust
5 Endeosulfan
3468-28 50 Sul fur Dust
3 Endeosulfan
9. 572-62 25 Sulfur Wettable Powder
10 Methoxychlor
6 Malathion
5.9 Captan
655-616 10 Sulfur Dust
8.8 Methoxychlor
5 Malathion
4,7 Captan
828=-236 25 Sulfur Liquid
9 Methoxychlor
6 Malathion
5.8 Captan
10. 34704-384 50 Sulfur Dust
9.8 Captan
34704-344 26,2 Sulfur Dust
11.5 Captan
11. 400-276 50 Sulfur Dust
15 Copper
34704-393 25 Sulfur Dust
15 Copper



Takble {(Continued)
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Batch

% Sulfur &

Formulation Type

No. EPA Reg. No. Any Other Active
Ingredient
12. 400-277 50 Sulfur Dust
6 2,6~Dichloro-
4-nitroanaline
2935-403 25 Sulfur Dust
6 2,6=-Dichloro-
4-nitreocanaline
10951~4 69 Sulfur Dust
(] 2,6-Dichloro-
4-nitroanaline
13. g802-324 22.5 Sulfur Dust
0.5 Rotenone
7401-433 10.0 Sulfur Dust
1.0 Rotenone
14. 10370~154 10 Sulfur Dust
2.9 Zineb
4 Carbaryl
33955~456 20 Sulfur Dust
S.2 Zineb
3 Carbaryl
15. 769-110 71.7 Sulfur Wettable Powder
3.6 Parathion
769=242 B6 Sulfur Wettable Powder’
1.5 Parathion
769-518 50 Sul fur Flowable
5 Parathion



Table (Continued)
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Batch , % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
5481-246 70 Sul fur Dust
3.8 Parathion
5481-290 6 Sulfur Dust
1 Parathion
5481-297 20 Sulfur Dust
2 Parathion
5481-299 73.2 Sulfur Dust
1.5 Parathion
5481-329 55 sSulfur Dust
2.7 Parathion
5905=-284 75 Sulfur Wettable Powder
3.6 Parathion
34704~-327 53 Sulfur Wettable Powder
3 Parathion
34704-334 68.7 Sulfur Wettable Powder
3.8 Parathion
51036-47 75 Sulfur Wettable Powder
3.8 Parathion
51036-46 54.5 Sulfur Wettable Powder
2.7 Parathion
16. 602-701 10 Sulfur Dust
5 Carbaryl
769-349 75 Sulfur Dust
10 Carbaryl
829-151 70 Sulfur Dust

5 Carbaryl



Table (Continued)
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Batch : % Sulfur & Formulation Type
No. EPA Reg. No. Any Other Active
Ingredient
2935-308 50 Sulfur Dust
10 Carbaryl
5481-111 50 Sulfur Dust
10 Carbaryl
5481-254 20 Sulfur Dust
5 Carbaryl
5481-309 50 Sulfur Dust
5 Carbaryl
5481-327 S0 sulfur Dust
3 Carbaryl
7401-81 40 Sulfur Dust
10 Carbaryl
7401-334 2 Sulfur Dust
2 Carbaryl
11656-75 50 Sulfur Dust
10 Carbaryl
17. 2935~-407 g2 Wettable Powder
45115-77 92 Wettable Powder
18. 4581-373 80 Wettable Powder
7969-61 80 Wettable Powder
9288-1 80 Wettable Powder
45115-76 80 Dust
55947-48 80 Flowable
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61 Product [dentity and Compasition

ACCEPTANCE CRITERIA
Does your Study meet Lhe folowing acorzuance critens?

L ___ Name of technical matemal (8S1ed i 1nciide ~roduct name and trade name. . app---- .

R Name. nominal COncentration, ind zesifed |imiis 'UpPer and lower) for each oinve
\ngrecient and each intentonally-agded ner ingredient

I Name and upper carmfied limu for caun TERI0Or each group of UMPUTLlIes preses: |

0.17% by weight and for certain WL sigificant IMpunues (e.g. diouns.
nutrosamines) present at <(. 1
+ Purpose of each active tngredient any Lun -nienuonallv-added inert

5. —  Chemical name from Chemical arvir, o queq of Nomenciature and Chemical AReTrL
Serice (CAS) Regisiry Number e ouon i-tive ingredient and. if available. for 230
intentionailv-added 1nert

5 __  Molecular. structural, and empiricsi ©ormoyigs, moiecular weight or weight ranrge. 4-. .-,
company assigned expenmental or .a ey, ~oue numbers for each active ingred.en:

T Description of each beginning maicriat .n ‘e manufacturing process
——  EPA Registranon Numper f ‘wginicred: for other beginming materials. -ne -
——  Name and address of manyic:rer or supplier
—  Brand name. trade name or ~'mmercial Jesignation
——  Technical specifications .r 4383 ~ncets by which manufactyrer or supr...:

Composition, properties or hoy
g Description of manufacturing process
Statement of whether rarich .r ~INLRUCUS process
Relauve amounts of deginning materials and arder in which they are so...

: Description of equipment

—  Description of physical coruiiions (emperature. pressure, humidity) vor -
€ach step and the paramerers (n3; ire maintained

—  Statement of whether process imvolves intended chemical reactions

w—— Flow chart with chemical cqualions for each tntended chemical reaction

—— Duration of each step of process

—=  Description of purification procedures

—=  Description of measures taken 1o assure quality of final product

9. __  Discussion of formation of impuritics Rased vn established chemical theory adar. .. -
each impurity which May be present 40 > 1% or was found al 2 0.1% by produ.
and (2) ceruia oxeologially signiiiant IMpuriues (see #3)

Criteria marked with 2 * are suppiemental and msv not ne requireq for every siudy.

- ’ C4
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61 Prodoct Identity and Composition

GUIDANCE FOR SUMMARZING STUDIES

The following criteria apply to the technical grade of the active ingredient being reregisteres. .=

> 3 and S can be sausfied for most regisiered producis by submission of the Cernified Statermen
Formula [ngredients Page (EPA Form 3570.4). [tems 7 and 8 can be sausfied for mOst tecnnioa, o7--2
acuve ingredienws (TGAILs) by submussion of a Now chart with chemical equations for each niendvs
chemical reaction. The flow chart should inciude <omplete chemical siructures and names [ar 21.-
reactant and product of ail the reactions.

ltems in summary should include the items duscusscd 19 Chapter 2 of this package and the specific .icas
listed below.

I. Name of technical matenal (inciude produnt mame and trade name, if appropnate).

Description of each active and IALENUICRI v -aooud 1ngft ingredient, inciuding name, concen .

and cartified limits.

3. Name and upper limit for ail impurites prescht at 2 0.1% and those toxicolegically sign. -
impurities present at <0.1%.

4. The purpose of each active and intentionaliv-added inert ingredient.

5. Chemical name and Registry Number for each clive and intentionally-added inert ingre. -

available). ,

Molecular, structural, and empincal formulas. molecular weight, and any expenmeriJ.

code number for each active ingredient.

Description of each beginning matenal in the manufaciuring process.

Description of manufacturing process.

Discussion of formation of impunties based on esiadlished chemical theory.

()

- o
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62 Analyss and CeruScauon of Produc (ngredienty
ACCEPTANCE CRITERLA

The following critena apply to the technca| grade of the acrve ingredient being reregisceras
(2Zie 1o present (he nformation in tems 6, . ang 8

Does your study meet the following MTEpLnce cricny?

1. Five or more representanve Samples - marches 1n cage Of batch procass) analvzed or ..

active ingredient and 3l WMpUrities oresenr ar » 9 |9
Degree of dccountability or closure » i1 e

13

o Analyses conducted for CBrLaIN travy -« «o TPUnUES at lower than 0.1% iexamples
Rilrosamines in the case of proc.. . _ Traimng dinutrcanilines or conlaining secon. ;-
(ertary amines;alkanclamines Slas = vy Svivhalogenatag dibenzodioxins ang
d;benzofurans) {Note that in rhe ST Rirosamines hop fresh and slored samreies ~ . e
anaiyzed.|

LN Complete and dewiled description 1 (yon S1ep 1n analytical method used 0 analvze |-
samples

5. —a  Swrtement of precision and accurany of inaiviica method used 10 analyze above 547 0y

6. __  Identities and quantiues (including =e,n iny standard deviation) provided for ¢1.» .
tngredient

" Upper and lower certified Limits ormoved for sach active ingredient and inten:, -,
\nert along wath expianation of nuw e limits were derermined

8 __ Upper cerufied limit proposed for caon 'Mpuriy preseat at 3 0.1% and for cor-
toxicologrcally sigmificant IMpurities 4 <o |3 aiong with explanation of how v
determined

9 __ Analytical methods 1o verily certificd Limis of each active ingredient and IMpurificy
Ot required if exempt from requirement of tolerance or if generally recognized 1+ .. | -
FDA) are fully described

0. ___ Analytical methods (as discussed in #9, i verfy certified limus validated as 1o '~ _ -

precision and accuracy

Criteria marked with 3 * ire supplemental and muv no( pe required for every study.

C-6
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62 Analysis and Cernficauon of Product lagrediegts
GUIDANCE FOR SUMMARIZING STUDIES

The {cilowing critena appiy to the technicai grade of the achve ingredient being reregistered

[tems in summary shouid inciude e items discussed 0 Chapter 2 of this package and the speciic ems
Usted below.

1. Number of representative samples anaivzea for 3il actve ingredients and all Impurilies preses:
RL-3

= Degree of accountability or closure i1 arncy 1 .iem .
3. Chemical names of :oxe IMPuUnes which wire indhvzed for levels <0.1%.

4. Brief description(s) of analyticai methodis, . cd 10 measure active ingredients and impuritiey -
ems #1 and #3.

Ly

Statement of precision and accuracy of Mt dvy in em #4,

5 Chemical name and quantities observed (fifge. Mean. standard deviation) for each ingr- . .-
factives and «mpurities) anatyzed in ilem #|

" Proposed upper and lower certified Iimits i caoh dutive ingredient and intentionaily sol.0 -
with bricf explanation of how limuts were Jercemined.

8. Proposed upper certified limit for each ‘mpunty present at >=0.1% and cenain OXICOIC ...
significant impunities at <0.1% with drief explanauon of how limits were determined.

9. Brief description of analytical method(s) used 10 vertfy certifled limits (if same methods as .~ «.
may reference lacter).

l0. Statemeat of precision and accuracy of methodis) 1n item #9 (may reference item #5 f oo
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63 Physical ang Chemical Quanacersucy
ACCEPTANCE CRITERIA

The following <ritema aPply (o the technjca; §rage of the acrive ‘ngredient being feregisterey
Does your SUly meet the following AXeptance ciiena?

63-2 Caolor
Verbal description of eoloration tor lack of {r)
Any intentional coloration also feplried in terms of Munsell coior 5¥3iem

53-3 Phwsical State

Verbal deseription of PRYSICAI siute provided using terms such as ‘sajig it
volaule liquid®
Based on visua| inspecticn at apoul .08

63.4 Odor
—_— Verpal description of odor i.r fack of 1ty USINg terms such as garlic-ike.
charactenstic of aromarc <ompoyngs®
—  Observed a: room temperature

63-5 Meltng Point

—— Reported in *C
Any observed decompositon reported

—

53-6 Bouling Point

——  Reported in *c
~—  Pressure under which B p Melsured reported
— Aoy observed decomposition reporieq

63-7 Density, Bulk Density, Specific Graviry
Measured at adout 20-25C

: Density of techaical grade active :ngredien: reported in g/ml Qr the spe.
liquids reported with reference 'O water at 20°C. [Note: Bylk density of - _
producs may de reported in ibs 11’ or (bs/gallon.)

- 63-8 Solubility

~ Determined in distilled warer and representative polar and non-polar 5. . -
including thoss used in formulations ang anaiytical methods f{or the pes .
Measured at about 20-25°¢

Reported in g/100m; (other units like ppm acceptadle if sparingly saly-

Criteria marked with a°®are supplementaj and My A0t be required for every study.

C3
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533 Napor Pressure
Measured at =25°C (or Glcylated bv ¢Xrapoiation from measurements Tile 1
higher temperature |f Pressure 100 low 10 measure 3 20

- Expenimental procadure described

Repored in mm Hg (torr) or other convenuonal ynis

v

63-10 Dissociation Constant
Expenmental method describeg
Temperature of measurement specified (preferably abour 0-25'Q)

83-11 Octanotwater Partition Coefficient
Measyred at about 20-2%5:C

_: Expenmentally determineq ing Jeseripuion of procedure provided (prefer-as ~
43 Fed. Register 77350,
—  Dawa supporung reported vaiue srovided
83-17 pH
—  Measured at about 20.25°C
—  Measured following dituiion of Jispersion 1a distilled water

63-13 Siabiliry
—  Sensitviry to metal ions ang meiai Jerermined
Stadility at normal and elevated remperatyres

Sensiuvity to sunlight determined

Criteria marked with a * are supplemental and mav not be required for every study.
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&3 Physical ang Qhemicyy Characterisiicy
GUIDANCE FOR SUMMARIZING STUDIES

The foilowing critera apply 10 the technical grade of the active ingredient being feregisteres

lters insummuysbouldindudcme items discussed LnChachrZofmnpachgem the specisc
lsied delow,

L. Description of color,
:. Descnpuon of Physical state.

3. Description of odor.

4 Indication of meiting point (in *C).

3. Indication of bouling point (in Q).

5. Indicauon of density, byjk density, and spe. . fic 2ravity.
7. Indication of sOlubdility.

8. Indication of vapor pressyre,

9. Indication of dissocation constant.

10 Indication of oclanolwater parution coeffiy eny
Il Indication of pH.

12, Descripion of stability,

C-10
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31-1 Acute Oral Toxicity in the Rat .. ... .. . ... . ... . o

81-2 Acute Dermal Tomaty in the Rat Rabdit or Guinea Pig .. ... . . .

81-3 Acute [nhalauon Toxicity inthe Rat .. ... ... ... . . .. .. . . . . . C
81-4 Primary Eve [rmuauon in the Rabbit . . ... .. ... . ... .. ..
81-5 Primary Dermal Irritation Sewdy .. .... . ... .. ........ . ... ,
81-6 Dermal Sensitization in the Guimea Pig . ... .. ... .......... . .. .. . ... . .
81-7 Acute Neuwrotoxdeity 1o the Hem ... ....... ... ... ... ... ... ... ..

83-2 Oncogenicity in Rats or Mice .. ... ... ... .. .. .. .. .. ...
83.3 Teratology Studies . .. ... ... . L
83-4 Reproduction ............. ... ‘

84-2 Mutagenicity Studies ... ... '

83-1 Metwabolism Studies . . ... ...
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Subdivizion =
Guideline Ref No vt
December -3 Denb

81-1 Acate Onul Toxidity in the Rat

1. ___  Technical form of the active ingredient tesied. (for reregstration only)

25___  Alleast § young adult rats/sex/group

3__ Dosing, single oral may be administered over 24 hyrs.

4. ____  Vehicle control if other than water,

3. Doses tested, sufficient to determine a toxicity category or a limit dose (5000 mgkg).

6. __. Individual Observations at least once a day.

7. —__  Observation period to last at least 14 days. or until all test animals appear normal whighe -
is longer

8. __. Individual daily observations.

9.° ___ Individuai body weights.

10 ___  Gross DecTopsy on ail apimals,

Criteria marked with 3 * are supplemental and may not be required for every study.
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Subdivisien T
Guideline Ref SN0 4.

Decemper 24 [ -x%

81-1 Acute Oral Tomdity in the Rat

GUIDANCE FOR SUMMARIZING STUDIES

[tems in summary should inciude (e items discussed in Chapier 2 of this package and the speaific items
listed below.

10.
11,

R N

The form of pesticide tested. ¢.g. solid. liquid, percent Al in technical, etc.
The number of animals/dosessex tested.

Dosing route apd regimen.

Vehicle used

Doses tested and results

Individual observations on day of dosing.

Individual observations on day of dosing and for at least 14 days or until all animals appear norma
(whichever is longer),

See items 6 and 7

Summarization of body weights

Summarization of gross necropsy

Sigmficance of changes from the Acceptance Cnilena
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Subdiasinn
Guideline Ref ~N: +:.:
December 24 %%
81-2 Acute Dermal Toxicity in the Rat, Rabbit or Guinea Pig

ACCEPTANCE CRITERIA

Does your study meet the following acceptance criteria?

C 000 A p e
-

—

11

13.

14.*

15.*

Technical form of ke active ingredient tested. ifor reregistration oniy)

At least 5 animals/sex/group

Rats 200-300 gm, rabbits 2.0-3.0 kg or guinea pigs 350450 gm.

Dosting, single dermal.

Dosing duration at least 24 hours.

Vehicle control, only if toxicity of vehicle is unknown.

Doses tested, sufficient 1o determine a roxcity category or a limit dose (2000 mgkg)
Application site clipped or shaved at least 24 hours before dosing

Application site at least 10% of body surface area.

Application site covered with a porous roaurritating cover to retain test material and (o
prevent ingestion.

[adividual observatioas at least once a day.

Observation period to last at least 14 days, or until all test animals appear normal whichever
is longer.

[ndividual daily observations.

Individual body weights.

Gross necropsy on all animals.

Criteria marked with a * are supplemental and may not be required for every study.
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13.
14,
15.
16,

Subdivien T
Guideline Qer .
Decomper 2

- L away

81-2 Acute Dermal Toxaty in the Rat, Rabbit or Guinea Pig

GUIDANCE FOR SUMMARIZING STUDIES

The form of pesticide tested, e.g., solid. liquid. percent Al in technical, etc.
The number of animals/sex/dose
Weight range of animals

Venfication of single, d

¢rmal exposure

Duration of derma) exposure
Statement of vehicie coatrol
Doses tested and resujs
Preparation of application site

Area of application site

Individual observations
(Whichever is longer)
See items 11 and 12
Summarization of body
Summarization of gross
Significance of changes

(perceat body surface)

. Occlusion of test material on application site
- Individual observations

on day of dosing
on day of dosing and for at least 14 days or ugy all animals appear

weights
necropsy
from Acceptance Cniena

C-87
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1. Technical form of the active ingredient testad. (for reregistration cnly)
Product is 3 £3as, a solid which May produce a significan; ¥apor hazard based on rogcin, ing

expected use o contains particles of inhaladle size for mag (aerodynamic diameter 135 .y .-
less),

30 Al leas: ¢ young adult rats.sex;group

1 Dosing, at least 4 hours by inhalauon.

5% ___  Chamber air flow dvnamic, at jeast 10 arr changes hour, at least 19% oxygen conten

6 ___ Chamber fe€mperature, 22° {=2%), relaupe humidity 40-60%.

7o Monitor rate of ajr Now

& ____  Monitor actual concentrations of 1asy matenal in breathing zone.

9. — Monior aerodynamic particle size for 3erosols,

100 Doses tested, sufficient 1o determine a loxacity calagory or a limit dose (5 mg/L actyal
concentration of fespirable substance).

. ___  Individua} Observations at Jeast once a day.

2. __ Observation period to last at least |4 days. or until ail test arumals appear norma; whichener
is longer.

3. ___ Individual daily observations.

13.°___ Individya; body weights.

15.* Gross NCCropsy on all animals,

Criteria marked with 2 * are supplemental and May 0ot be required for every study,

C-88



Subdivsion T
Guideline Ref. ~o s1-3

ot

December 24 | 2=

81-3 Acute [nhalation Toxicity in the Rat

GUIDANCE FCR SUMMARIZING STUDIES

[tems in summary should include the items discossed in Chapter 2 of this package and the speqific uems
listed below.

The form of pesticide tested, e.g., solid, liquid, percent Al in technical, ete.

Statement of the inbalability of test substance

The number of animals/sex/dose

Duration of inhalation exposure

Number of chamber air changes/hour and the percent oxygen content of chamber air

Ranges for chamber air iemperature and relative humidity

Air flow rate

Analytical concentrations of test material in breathing zone

Results of aerosol particle-size determinaiion

10. Doses tested (or limit dose of Smg/L or highest aitainable)

11. Individuai observations oa day of dosing

12. Individual observations on day of dosing and for at least 14 days or until all animals appear normal
(whichever is longer)

13. See items 11 and 12

14. Summanzation of body weights

15. Summanzation of gross necropsy

16. Significance of changes from Acceptance Critena

000 O th b
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Subdinisien <

Guideline Ref Neoosg
Decemper o BEA Y

814 Primary Eye [rritatog in the Rabbit
ACCEPTANCE CRITERIA
Does your study meet the following acceptance criteria?

l. . Technical form of the active ingredient tesied. (for reregistration only)

2. ____  Study not Tequired if matenial is corrosive. causes sévere dermal ymuation or has a pH of <
2or > 115

3.°___ 6 adult rabbits

4. __  Dosing, instillation into the conjunctival sac of one gve per animal.

55 ___ Dose, 0.1miifa liquid; 0.1 ml or not more than 100 mg Uf 3 solid, paste or particulate
substance.

6 ___  Solid or granular test material ground t0 a fine dust,

7. . Eyes not washed for ar least 24 hours.

8 __  Eyes examined and graded for irritation before dosing and at 1, 24, 48 and 72

until eyes are normal or 21 days (whichever is shorter).
9.« Individual observations for the entre day of dosing,
10.* Individual daily observations.

Criteria marked with 2 * are supplemental aad may not be required for every study.

C-90
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Subdivision =
Guideline Ref Ny 37.4
December 24, 1953
814 Primary Eye Irritation in the Rabbit
GUIDANCE FOR SUMMARIZING STUDIES

[tems in summary should inclode the items discossed in Chapter 2 of this package and the specific items

listed below.

1. The form of pesticide tested, e.g.. solid, liquid, perceat Al in technical, etc.

2. State of material is COrTosive, cause severe dermal irtitation or has apHof <2 0r >11.5

3. Number of aduit rabbits tested

3. State method of dosing, i.e., instillation into the conjunctival sa¢ of one &ye per animal

5. Dose administered

6. Note whether solid or granular test material has been ground to a fine dust

7. State whether Cyes were washed and at what time post instillation (not less than 24 hours)

8. State whether eyes were examined and graded for irmtation before dosing and at what periods afier

11

dosing
Individual observations for entire day of dosing

Individual observations for entire day of dosing and iadividual daily observations afterwards. unt:;
c€¥es are normal or for 21 days

Significance of changes from Acceptance Criteria
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Surdis,. -~ =
Guideline Raf ~N.- :

December 21 @ .n:

81-5 Primary Dermal irritation Stady

Technical form of the active ingredient testes. (for reregistration only)
Study not required if material is corTosive or has 3 pH of € 2 or 2 113

6 adult anirmnals,

Dosing, single dermal,

Dosing duratior 4 hours.

Application site shaved or clipped at least 24 hour prior to dosing.

Application site approximately 6 cm®,

Application site covered with a 8auze patch held in place with nonirritating ape
Matenial removed, washed with water, without trauma to application site
Application site examined and graded for irritation at 1, 24, 48 and 72 hr, then daily unt,;
normal or 14 days (whichever is shorter).

1L.* ___ Individual observations for the enure day of dosing.

12*___ Individual daily observations.

D00 s

ARNRRRERY

—

Criteria marked with 2 * are supplemenual and may not be required for every study.
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Subdivision =
Guideline Ref NooogpLs
December 241589

1. The form of pesticide tasted, ©-g., solid, liquid, percent Al in technical, ete

2. Suate if material is corrosive, has 3 PH <2 or >I1.5, or has 2 dermal LD-350 <200 mgkg
3. Number of adul animals iested

4. Amount applied

3. Duration of dermal exposure

6. Preparation of application site (shaved or clipped at specified time before dosing)

7. Area of application site

8. Method for occlusion of application site

9. Note removal of rest matenal and if skin was washed with water

10. State times post application when site was graded for irritation

11. Individua} Observations for entire day of dosing.

12. Individual observations for entire day of dosing and individual daijly observations thereafier
13. Significance of Changes from Acceptance Criteria,
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Subdivision =
Guideline Ref w.- 105
December 11 1.y
816 Dermal Seasitization in the Guinea Pig
ACCEPTANCE CRITERIA
Does your study meet the following acceptance criteria?

1. Technical form of the acrive ingredient tested. ;for reregistraticn only,
Study not required if matenal Is corrosive or has a PHof < 2or > 115

]
———
———

Positive control included.

i One of the following methods is utilized;
—  Freund’s complete adjuvan! rest
—— Guinea pig maximization test
——  Split adjuvant technique
——  DBuehler test
—  Open epicutanecus test
——  Mauer optimization test
—_  Footpad technique in guinea pig
—  Other test accepted by OECD (speaify)
3. ___  Complete description of test
5.° ___  Reference for rest.
6. . Test followed essentiaily as described in reference document.
',‘I

Criteria marked with a * are supplemental and may not be required for every study.
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Subdivisicon =
Guideline Ref Nuo 4l.-

[l

Decamber 24 %3

81-6 Dermai Sensitization in the Guinea Pig

GUIDANCE FOR SUMMARIZING STUDIES

Items in summary should inclode the items discussed in Chapter 2 of this package and the speafic items
listed below.

The form of pesticide tested, e.g., solid, liquid. percent Al in technical, ete

State if material is corrosive or has pH <2 or >11.5).

State specific method utilized

Complete description of specific method

Reference for the specific method employed

Note adherence of the protocol to that in the reference for the specific method utilized
State the positive control tested

Significance of changes from Acceptance Criteria

00 3 Onota g L b
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Subdivision =

Guideline Ref ~No 41.-
Deccaber 24 15%9

81-7 Acqute Nearotoxicity in the Hea

ACCEPTANCE CRITERIA
Does your srudy meet the following acceptance criteria?

1. Study performed oa an Organophosphate cholinesterase (rhibiting compound.

2. __. Technical form of the active ingredient tested.

3.*___ Positive control utilized.

4 ___  Species utilized, domestic laying hen 8.14 monihs of age.

5. ___ Desing oral by gavage or capsule (dermal or inRalation may be used).

6. ___  An acute oral LDy is determined.

7. .  Dose tested €qual to an acute oral LD, or a himit test of 5000 mgikg.

8°___  Dosed animals may be protecied with atropine andor 2.PAM.

9. . Sufficient test animals so that at least 6 survive,

10. ___  Negative (vehicle) control Broup of at least 6 hens

tL*____  Positive control of at least 4 hens. (if used)

12. ____  Test dose repeated if no signs of delayed neurotoxacity observed by 21 days after dosing.
13. ___ Observation period 21 days after each dose.

14, ___ Individual daily observations.

15. ___  Individuai body weights.

16 ___  Individual nECTOopsy not required.

17. __  Histopathology performed on all animais. Tissue (0 be fixed in situ preferably using whoie

animal perfusion techniques. At least three sections of each of the following tssucs

—.brain, including meduila oblongata
——spinal cord; upper cervical, mid-thoracic and lumbro-sacral regions
—_tbial nerve; proximal regions and branches

—._5CIalC nerve

Criteria marked with a * are supplemental and may not be required for every study.
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ATTACHMENT G

COST SHARE AND DATA COMPENSATION FORMS
AND PRODUCT-SPECIFIC DATA REPORT FORM



United States Environmental Protection Agency | Form Approvad

Vo Y Washington, DC 20460
OMB Ne. 2070-0106
\" CERTIFICATION WITH RESPECT TO
DATA COMPENSATION REQUIREMENTS| Approval Expires 12-31.32

Public reporting burden for this collection of information is estimated to average 15 minutes per response, including
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to Chief, Information Palicy

Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460; and to the Office
of Management and Budget, Paperwork Reduction Project (2070-0106), Washington, DC 20503.

Piease fill In blanks below.

Company Name

Product Name EPA Reg. No.

"1 Certify that:

1. For each study cited in support of registration or reregistration under the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA) that is an exclusive use study, | am the original data submitter, or ! have obtained the
writlen permission of the original data submitter to cite that study.

2. Thatfor each study cited in support of registration or reregistration undar FIFRA that is NOT an exclusive use
study, | am the original data submitter, or | have obtained the written permission of the original data submitter, or |
have notified in writing the company(ies) that submitted data | have cited and have offered to: (a) Pay
compensation for those data in accordance with sections 3(¢)(1){D) and 3{c)(2)(D} of FIFRA; and (b} Commence
negotiation to determine which data are subject to the compensation requirement of FIFRA and the amount of

compensation due, if any. The companies | have notified are:

{1 The companies who have submitted the studies listed on the back of this form or attached
sheets, or indicated on the attached "Requirements Status and Regisirants' Response Fom,”

3. That! have previously complied with section 3(¢){1)(D) of FIFRA for the studies | have cited in support of
registration or reregistration under FIFRA.

Signature Date

Name and Tille {Piease Type or Print)

GENERAL OFFER TO PAY: | hereby offer and agree to pay compensation to other persons, with regard to the
registration or reregistration of my products, to the extent required by FIFRA sections 3(c){1)}{D) and 3(¢}{2)(D).

Signature Date

Name and Title (Plesse Type or Print)




United States Environmental Protection Agency Form Approved

Vo Y Washington, DC 20450
\,__/ P CERTIFICATION OF OFFER TO COST |©MB No. 2070-0108
\’ "SHARE IN THE DEVELOPMENT OF DATA| appreval Explres 12.31.92

Public reporting burden for this collection of information is estimated lo average 15 minutes per response, including
time for reviewing instructions, searching existing data sources, gathering and maintaining the dala needed, and
completing and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to Chiet, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., SW., Washington, DC 20460; and to the Office
ot Management and Budget, Paperwork Reduction Project (2070-0108), Washington, DC 20503.

Please fill In blanks below.

Company Name

Product Name EPA Reg. No.

| Cenrtify that:

My company is wifling to develop and submit the data required by EPA under the authority of the Federa!
Insecticide, Fungicice and Rodenticide Act (FIFRA), if necessary. However, my company would prefer to
enter into an agreement with one or more registrants to develop jointly or share in the cost of developing

data.

My firm has offered in writing to enter into such an agreement. That offer was irrevocable and included an
offer to be bound by arbitration decision under section 3(c)(2)(B)(iii) of FIFRA if final agreement on all
terms could not be reached otherwise. This offer was made to the following firm(s) on the following
date(s):

Name of Firm(s) Date of Offer

ification:

I certity that | am duly authorized o represent the company named above, and that the statements that i have made on
this form and all attachments therein are true, accurate, and complete. | acknowledge that any knowingly false or
misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature of Company's Authorized Representative Date

Name and Tille (Please Type or Priny)




United States Environmental Protection AgGency | Form Approved

V& Washington, DC 20460
\"‘" CERTIFICATION WITH RESPECT TO | OWB N 2070mee
DATA COMPENSATION REQUIREMENTS| Approval Expires 12:31.32

Public reporting burden lor this collection of information is estimated to average 15 minutes per respense, including
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and raviewing the collecticn of informaticn. Send camments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for recucing this burcen, to Chiet, Information Policy
Branch, PM-223, U.S. Envirenmental Protection Agency, 401 M St., S.W., Washington, DC 20460, and to the Cffice
of Management and Budget, Paperwark Reduction Project (2070-0106), Washington, OC 20503.

Please flii In blanks below.

Company Name Company Numbaer

Chemical Name EPA Chemlicai Numbar

: Certily that:
For each study cited in support of registration or reregisiration under the Federal Insecticide, Fungicide and
Rodenticide Act (FIFRA) that is an exciusive use study, | am the original data submitter, or [ have obtained the
written permission of the original data submitter to Cite that stucy.

That for 2ach study cited in support of registration or reregistration under FIFRA that is NOT an exclusive use
study, | am the original data submitter, or | have cbtainec the written permission of the orginal data submitter, or |
nave notified in writing the company(ies) that submitted data | have cited and have offered to: (a) Pay
compensation for those data in accordance with sections 3(¢)(1){D) and 3{c)(2)(D} of FIFRA, and (b) Commence
negotiation to determine which data are subject to the compensation requirement of FIFRA and the amount of

compensation due, i any. The companies | have notified are: {check one)

{] Al companies on the data submitters’ list for the active ingredient listed on this form {Cite-All
Method or Cite-All Opticn under the Selective Methed). (Alse sign the General Offer to Pay

below.)

[] The companies who have submitted the studies listed on the back of this form or attached
sheets, or indicated on the attached "Requirements Status and Registrants’ Response Form,”

. That! have previously complied with section 3(c)(1)}(D) of FIFRA for the studies | have cited in support of
registration or reregistration under FIFRA.

Signature Date

Name and Title {Plesse Type or Prini)

3ENERAL OFFER TO PAY: | hereby offer and agree to pay compensation to other persons, with regard to the
-ggistration or reregistration of my products, to the extent required by FIFRA sections 3(c)(1)(D) and 3{c}{2}(D).

Date

Signature

Name and Titie (Please Type or Print)

IPA Form 8570-31 (4.90)










United States Environmental Protectien Agency Form Approved

o Washington, DC 20460
\" CERTIFICATION OF OFFER TO COST |OME No. 2070-0105
SHARE IN THE DEVELOPMENT CF DATA Approval Expires 12.31-32

Public reporting burden for this collection of intormation is estimated to average 15 minutes per response, including
\ime for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
compieting and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to Chief, Informaticn Palicy
3ranch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460; and to the Office
sf Management and Budget, Paperwork Reduction Project (2070-0106), Washingten, DC 20503.

Please flil in blanks below.

Company flam- Company Number
Chemlical Nama EPA Chemical Number
' Cenify that:

*Ay company is willing to develcp and submit the data required by EPA under the authority of the Federal
1secticide, Fungicide and Rodenticide Act (FIFRA), if necessary. However, my company would prefer to
nter inte an agreement with one or more registrants to develop jointly or share in the cost of deveioping

ata.

ly firm has cffered in writing to enter inte such an agreement., That offer was irrevocable and included an
fer to be bound by arbitration decision under section 3{c)(2)(B)iil) of FIFRA if final agreement on alf
:rms could not be reached otherwise. This offer was made to the following firm{s) on the fellowing

ate(s):

Name of Flem(s)} Date of Offer

‘2 rtificgtiqn:
certify that | am duly authorized to represent the company named above, and that the statements that | have made on

s form and all attachments therein are true, accurate, and complete. | acknowiledge that any knowingly faise of
sleading staterment may be punishable by fine or imprisonment or both under appiicabie law.

snature ol Campany's Authorized Represeniative Dale

4+ :me and Title (Plaase Type ar Print)

Form 3579-32 (4-30}




EPA

US Enwi . .ntal Protection Agency
wein:ngion, DC 20460

- Product Specific
Data Report

Registration Standard for:

EPA Registration Number

Form Appraved
OMB #2070-0C57
Expires 11-30-89

Testing not | am complying with (For EPA Use
required for my Data Requirernents by - Oniy)
Registration product listed Submitting Data Accession
Guideline No. Name of Test above Citing MR iD No. (Attached) numbers
{Check baiow) (Check baiow) assigned
Sec. 158.120
Product
Chemistry
€11 identity of Ingredients
61-2 (a) Statement of composition
€1-2 (b)) | Discussion of formation of ingredients
62-1 Preliminary analysis
g2-2 Certification of limits
£2.3 Analytical metheds for enforcement limits
83-2 Color
£3-3 Physical state
63-4 Oder
63-5 Meiting point
63§ Boiling point
63-7 Density, bulk-density, or specific gravity
63-8 Solubility
63-8 Vapor pressurs
63-10 Dissociation constant
63-11 Octanci/water panition coefficient
63-12 pH -
63-13 Stability
63-14 Oxidizing /reducing reaction
83-1% Flammability
£3-16 Explodability
63-17 Storage stability
6318 Viscosity
63-19 Miscibility
63-20 Corrosion Characteristics
63-21 Diglectric breakdown voltage
Sec. 158.135
Toxicology
81-1 Acute oral toxicity, rat
812 Acute dermal toxicity, rabbit /rat /g.pig
813 Acute inhalation toxicity, rat
81-4 Primary eye irritation, rabbit
81-5 Primary dermal irritation
81§ Dermal sansitization
Certification

I certify that the statements | have made on this form and all attachments thereto are
true, accurate, and complete. | acknowledge that any knowingly faise or misleading
statement may be punishable by fine or imprisonment or both under applicable law.

Typed Name ang Title

Signature

Date




